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1. IEJU U 3AJAYU TOCYJAPCTBEHHOM UTOTOBOH
ATTECTALMMU (THA):

Hean T'HA

- YCTaHOBJICHHE YPOBHsI IMOJATOTOBKH BBIITYCKHHUKA K BBIMOJIHEHUIO MPO(HECCHOHATBHBIX
3alad U COOTBETCTBHSI €r0 TIOJATOTOBKM TpeOOBaHUAM (eAepaTbHOrO TOCYIapCTBEHHOTO
00pa30BaTeNLHOTO CTaHAAPTA IO CIEHNHATHHOCTH BBICHIETO OOPa30BaHMS MOATOTOBKH KaJpOB
BBICIIICH KBanupuKanuu B opauHarype «DapmareBrudeckas XuMus U GapMaKOTHO3HUS».

Sagaun 'HA:

[IpoBepka ypoBHS CHOPMUPOBAHHOCTH KOMIIETEHIMI, OMNpENeeHHbIX (eaepatbHbIM
rocy/1apcTBEHHBIM 00pa30BaTeNIbHBIM CTaHIAPTOM M 00pa30BaTENbHON MPOrpaMMOil BBICIIETO
oOpa3oBaHus (ypOBEHb IOJATOTOBKM KaJpOB BBHICIICH KBaTU(UKAIMH) MO CHEIHATBHOCTH
«®DapmarieBTHUECKast XUMHUS U papMaKOrHOZHSI»

2. MECTO I'OCYJIAPCTBEHHON UTOTI'OBOM ATTECTAIIMH B
CTPYKTYPE [IPO'PAMMbI OPAUHATYPDI 110
CIIEHUAJIBHOCTH 33.08.03 PAPMALEBTHYECKAA XUMHUA
U PAPMAKOI'HO3HUA.

brox 3 "TocymapcTBeHHass WTOroBasl arrecTamusa’ B IOJHOM O0OBEME OTHOCHUTCS K
0a30BOl yacTM TporpaMMbl M 3aBepllaeTcs MpucBoeHHEeM KBanudukanuu'[Iposuzop-
aHaJIUTHUK".

B brnok 3 "T'ocynapcTBeHHas nToropas arrectanys’ BXOAUT MOATOTOBKA K cAaye U caaya
rOCyIapCTBEHHOTO YK3aMEHa.

O0aacTh npogecCMOHAIBHON AeATeIbHOCTH OPJIMHATOPOB, OCBOMBIIUX IMPOrpamMMy
OpAMHATYPBI, BKJIIOYaeT 00palleHHne JIEKapCTBEHHBIX CPEJICTB.

O0bexTHI NpodeccHoHaNIBLHON AeATeJbHOCTH OPJMHATOPOB, OCBOMBILUX IPOTrpamMMy
OpAUHATYPBI, SIBJISIOTCS:
— JIEKapCTBEHHBIE CPEJICTBA;
— COBOKYIHOCTb CPEJICTB U TEXHOJIOTH, HAallpaBJIEHHBIX Ha CO3/1aHUE YCIOBUH AJIs
pa3paboTKH, MPOU3BOJCTBA, KOHTPOJIA KadyecTBa, OOpalleHUs JIEKapCTBEHHBIX
CpPEICTB U KOHTpoJdsl B cdepe oOpamieHusi JeKapCTBEHHBIX CpPEACTB B
COOTBETCTBUM C YCTAaHOBJIEHHBIMU TpeOOBaHUSIMHU U CTaHAapTaMu B cdepe
3/IpaBOOXPAHEHMUS.

Buabl npogeccHoHAJIBHON AeSITEILHOCTH, K KOTOPBIM T'OTOBATCSI BBITYCKHUKH, OCBOWBIIHE
IIporpamMmy OpAUHaTYpHI:

— IIPOU3BOICTBEHHO-TEXHOIOTNYECKAs;

— KOHTPOJIBHO-PA3PEILIUTEIbHAS,

— OPraHMU3allMOHHO-YIIPABICHYECKAs.



3. TPEBOBAHHUA K PE3Y/IbTATAM OBYYEHHUA I10
INTPO'PAMME OPAUHATYPBI 110 CIIEHUA/IBHOCTH
«PAPMALEBTUYECKAA XUMHUA U PAPMAKOTHO3UA»

K rocynapcTBeHHO# MTOrOBOH aTTecTalMy JOMYCKAeTCsl 0OydalouIuiics, He UMEIOIIUi
aKaJeMUYeCKON 3aJl0JDKEHHOCTH M B IIOJHOM OO0beMe BBIINOJIHMBIIMI Y4eOHbIM IUIaH WU
WH/IMBUYaJIbHBIA y4eOHBIH MJIaH 110 COOTBETCTBYIOIIEH 00pa30BaTeIbHON IPOrpaMMe BBICILIETO
oOpazoBaHwUs.

OOyuaronuiics, OCBOMBIIUIN NPOrpaMMy OpIUHATYpBl, JOKEH o0sajaTh CielyrolUuMU

KOMIIETEHLIUSIMHU:
Ne Kon Coaepxxanue KOMIeTeHIMHA
1. | VK-1 TOTOBHOCTb K a0CTPAKTHOMY MBIIUICHHIO, aHATIN3Y, CHHTE3Y

FOTOBHOCTh K VIPABIECHUIO KOJUIEKTUBOM, TOJIEPAHTHO BOCIPHUHUMATH
2. | YK-2 COILIMAJIbHBIE, ’THUYECKHE, KOH(PECCUOHAIBHBIE U KYIbTYPHBIC PA3IUYHS

FOTOBHOCTh K YYacTHUIO B MEJAarOrMYecKOd JEesTEIbHOCTH MO IporpaMmmam
CpCAHCr0 W BBICHICTO MCIUIHUHCKOI'O 06pa3013aH1/151 nim CpCaHCro H
BhICIIErO (hapMareBTHUYECKOro 00pa3oBaHHUsA, a TaKXKe IO JIOMOJHUTEIbHBIM
MpOoECCHOHAIBHBIM ~ IPOTPaMMaM IUIg  JIAL, UMEIOLIUX cpennee
npodeccuoHanpHOEe WM BBHICIIEE 00pa3oBaHuE, B MOPSAKE, YCTaHOBICHHOM
dbenepaibHBIM ~ OpPraHOM  HMCIOJHUTEIBHOW BIACTH,  OCYIIECTBIISIIOLIUM
GyHKIIMM 10 BBIPAOOTKE TOCYAapCTBEHHOW TOJUTHKA M HOPMAaTUBHO-
3. | YK-3 MIPABOBOMY PETYJIIMPOBAHUIO B chepe 3PaBOOXPaHCHUS

FOTOBHOCTh K TIPOBEACHUID JKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB C
MOMOIIBI0 XUMHUYECKUX, OWOJIOTHUYECKUX, (UBHKO-XUMHUYCCKHX ¢ HWHBIX
4, | TIK-1 METO10B

FOTOBHOCTb K  NPOBEICHUIO  DKCIEPTU3,  MPEIyCMOTPEHHBIX  IIPU

5. | IIK-2 roCyAapCTBEHHOM PErUCTPALMH JIEKAPCTBEHHBIX IIPENApaToB

TOTOBHOCTb K IPOBEACHUIO XUMHUKO-TOKCHUKOJIOTUYECKUX OKCIEPTU3 U
6. | IIK-3 HHTEPIpPETALNN UX PE3YILTATOB

FOTOBHOCTb K  TNPUMEHEHHI0  CHEIHaJIM3UPOBAHHOTO  000pyAOBaHUSA,
7. | IIK-4 NPEIYCMOTPEHHOTO JJIsl HCTIOJIb30BaHMs B PO ecCHOHAIbHOU cepe

FOTOBHOCTh K  OOECIEYEeHHIO0  yCJIOBHM  XpaHEHHS U IEPEBO3KHU
8. | IIK-5 JICKAPCTBEHHBIX CPEICTB

TOTOBHOCTb K IPOBEACHUIO KOHTPOJIA KayeCcTBA JIEKAPCTBEHHBIX CPEACTB B
9. | IIK-6 yCIOBHSX (hapMalleBTUYECKUX OpraHu3alui

TOTOBHOCTb K IIPOBEACHHUIO IMIPOLEAYp BBO3a JIEKAPCTBEHHBIX CpPEICTB B
Poccuiickyro @enepanny U BBIBO3a JIEKAPCTBEHHBIX CPEACTB M3 Poccuiickoin

10.| [IK-7 Denepannu

TOTOBHOCTh K OpPraHM3allMd KOHTPOJI KadyeCTBA JIEKAPCTBEHHBIX CPEICTB B
11.| TIK-8 yCIOBHSX (hapMalleBTUYECKUX OpraHu3alui

TOTOBHOCTh HCITOJIb30BAaTh OCHOBBI 3KOHOMMYECKHX M IPABOBBIX 3HAHUM B
12.] I1IK-9 po(heCcCHOHANEHOM e TENIbHOCTH

TOTOBHOCTb K IIPUMEHEHHUIO OCHOBHBIX IPUHIMUIIOB  YIPAaBICHUSA B
13.| IIK-10 npodeccuoHanbHOM chepe

TOTOBHOCTh K MPOBEICHUIO MPOUEAYP IO HUIBIATHIO W3 TPAXKJAHCKOTO
obopota QanbcuUIUPOBAHHBIX, HEIOOPOKAYECTBEHHBIX M KOHTpa(aKTHBIX
14.| IIK-11 JIEKAPCTBEHHBIX CPEACTB U UX YHUUTOKEHUIO




4. COJEPXXAHUE U OB bEM I'OCYJIAPCTBEHHOM UTOTOBOH
ATTECTAIMHA

4.1. OBLYN OB bEM YYEEHOU HATPY3KU TMA

I'ocynapcTBeHHass MTOroBas aTTecTalMsi O0y4arolUXcs IO MporpamMmaM IOATOTOBKU
KaJpOB BBHICIICH KBaTHU(HUKAIMM B OpIUHATYpE MPOBOAUTCS B (OpME TOCYTapCTBEHHOTO
9K3aMeHa.

l'ocynapcTBeHHass MTOroBasi arTeCTallMsl BKJIKOYAEeT IOATOTOBKY K clade M claady
roCyJapCTBEHHOI'O 9K3aMEHa.

OO6m1ast Tpy10€MKOCTh TOCY/IapCTBEHHON UTOTOBOM aTTeCTAIlN

IpoAoTKHTETLHOCTH FOCY/IaAPCTBEHHO HTOTOBOM
OpranuzanuoHHas Ma y4eOHoii pad arrecTanun
praHuzanuoHHas popma yuedHoii padoThbI e p— 110 CeMecTpam
- €l qac. 1 2 3 4
O01as TPYA0EMKOCTh 110 y4eOHOMY ILIaHy 3 108
T'ocymapcTBeHHBIH 3K3aMeH (B HEIEISIX) 3 2

4.2.COAEPXAHWE rOCY/JAPCTBEHHOW UTOrOBOW ATTECTALUMN.

l'ocynapcTBeHHass MTOroBas aTTeCTallMsl OTpakaeT oOpa30BaTENIbHBIA  YpOBEHb
BBIIIYCKHHUKA, CBHUJAETEIbCTBYIOIIMH O HAJIWYUM y HEro CHOCOOHOCTEM M TOTOBHOCTH
CaMOCTOSITENIBHO PEIIaTh Ha COBPEMEHHOM YpPOBHE 3aJaud IPOQECCHOHATBHON JESITEIbHOCTH,
KOMIIETEHTHO W3JIaraTh CIEUUalbHYI0 MHQOpPMAIMI0, HAyYHO apryMEHTUpPOBaTh U 3alllULIaTh
CBOIO TOYKY 3PEHUS.

I'ocynapcTBeHHBIE aTTECTALMOHHBIE MCIBITAHUS MPOBOAATCS YCTHO WIM B IIMCBMEHHOMN
bopMe MEXIUCUUIUIMHAPHOTO 3K3aMeHa. ['ocynapcTBEHHBIN SK3aMeH IMPOBOAUTCS MO OJHOM
WIA HECKOJIbKUM JTUCHMIUIMHAM U (WJIM) MOJYJSIM 00pa3oBaTeIbHON MPOrpamMMbl, pe3yJIbTaThl
OCBOCHMS KOTOPBIX MMEIOT OIpeJelisoliee 3HaueHHe Uil NpoQecCuOHaNbHON AeATeNbHOCTH
BBIITYCKHUKOB.

5. TOCYJAPCTBEHHbIW 3K3AMEH
5.1.M10PA/JOK NPOBEAEHNA rOCYAAPCTBEHHOIO 3K3AMEHA

[lepen rocynapCTBEHHBIM HK3aMEHOM IPOBOAUTCS KOHCYJbTallUs OOydYaroluXcsl IO
BOIIPOCaM, BKJIIFOUEHHBIM B IIPOrpaMMy I'OCYJapCTBEHHOIO SK3aMeEHa.

OOyyaromuMcs U JuIam, MpUBJIEKaeMbIM K TOCYJapCTBEHHON WTOTrOBOW aTTeCcTalluu, BO
BpEMs IIPOBEJECHMS T'OCYIAapPCTBEHHBIX ATTECTAL[MOHHBIX HCIBITAHUN 3alpeliaeTcs WMETh IpH
ce0e ¥ UCIOIB30BaTh CPECTBA CBA3U.

I'ocynapcTBeHHBIN SK3aMEH IPOBOAUTCS YCTHO. ['0Cy1apCTBEHHBIN 3K3aMEH MTPOBOIUTCS
B JIBa JTara.

1 sran — ATrecTamOHHOE HUTOroBOE€ TecTUpoBaHue. Tect coxepxur 100 3amanHuii B
TECTOBOM (hopme, OTpaXkarolINX TEOPETUUECKHE KOMIIETEHTHOCTH NMPOrpaMMbl 00ydeHus. TecTsl
IIPEJCTaBICHbl TPEMs BUAAMM 33JaHUN: HECKOJIBKO BAapHAHTOB OTBETOB, M3 KOTOPBIX OJUH
SBJISIETCS. BEPHBIM; HECKOJIBKO BApUAHTOB OTBETOB, U3 KOTOPBIX HECKOJIBKO SIBIISIOTCS BEPHBIMU;
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oTpesieieHue MPaBUIIbHOW MOCIEI0BATEIBHOCTH B TECTE, KOTOpas Hauboyee MOJTHO OTBEYAeT
BCEM YCIJIOBHSM 3aJlaHHsL.

2 sran — UtoroBoe cobecenoBanue. OLeHKa YypOBHSI KIMHUYECKOM MOJATOTOBIEHHOCTH
BBINyCKHMKA. JIJI1 TpOBENEHHs] MCHOJb3YIOTCA KOMIUIEKT 53K3aMEHAllMOHHOro 3ajaHus. B
KOMIUIEKTE 3aJaHusl TIpecTaBlieHa Best nHopmarws o 6osie3Hn (OONE3HAX), KOTOPHIE TOJIekKAT
JMArHOCTHKE U JIEYEHHUIO.

IIpu ¢opmHupoBaHMM pacIMCaHUs YCTAHABIMBAIOTCS TIEPEPBIBBI MEXKIY dTaraMu
roCyJapCTBEHHOI'O 3K3aMEHa IPOJ0JIKUTEIBHOCTBIO HE MEHEee 7 KaJIeHAAPHbIX JHEH.

IIpencenarens rocynapCTBEHHOM HK3aMEHALlMOHHOW KOMHCCHM HA3HA4aeTCs U3 YUCIa
JIMLL, He paboTaroIIUX B YHUBEPCUTETE, UMEIOIUX YUEHYIO CTEIEHb JJIOKTOPA HayK (B TOM 4HCIe
YVUEHYIO CTEICeHb, NMPHUCBOCHHYIO 3a pyOekoM M mpu3zHaBaeMyio B Poccuiickoit deneparmn)
U/WIM  yuyeHoe 3BaHHME IIpodeccopa COOTBETCTBYIOIIEro Mpoduis, JuO0 mpeiacTaBuTesen
OpraHoB rocynapcTseHHoM Binactu Poccuiickont denepanuu, OpraHoB rocy1apCTBEHHON BIIACTH
cyobekToB Poccuiickoii @enepalud ¥ OpraHoB MECTHOTO CaMOYIpaBieHHs B cepe oXpaHbl
3/10pOBBA.

B cocraB rocymapcTBeHHOW S5K3aMEHAIMOHHOW KOMHCCHU BKJIIOYAIOTCS HE MeHee 5
YeJIOBEK M3 YHCIa JIMI, OTHOCAIIMXCS K MPO(ecCOpPCKO-MPErno1aBaTeIbCKOMY COCTaBY, W/WIIH
Hay4YHbIX paOOTHHUKOB YHHUBEpPCUTETa, a TaKXKe IpeICTaBUTEIeH OpraHoB TroCyJapCTBEHHOMH
Binactu Poccuiickoii @enepanny, OpraHoB rocyJapcTBEHHOM BiacTH cyObekToB Poccuiickoit
denepauy ¥ OpraHOB MECTHOI'O CaMOYIpaBJIEHUs B cepe OXpaHbl 3/10pOBbsl, METULIMHCKUX
OpraHu3alii, THBIX OPTaHMU3aLUI, OCYIIECTBISIONUX ACITEIBHOCTD B Chepe OXpaHbl 370POBBSI.

5.2. COAEPXAHUE TOCYAJAPCTBEHHOIO 9K3AMEHA

Pa3gen arrecranuu Ha3spanue TeM M UX coepaKaHue

Ne it

1. | KonTpouns kauectBa | [loHsTHE KayecTBa JIeKapCTBEHHBIX cpencTB. COBpeMEHHBIE
JIEKapCTBEHHBIX TpeOOBaHUS K KaUYECTBY JIEKAPCTBEHHBIX CPEJICTB. AHAIUTUYECKOE
CPEICTB o0ecreyeHrne KauecTBa JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU C
TpeOOBAaHUAMH MEXTYHAPOJHBIX CTAHIAPTOB. ACIEKTHI
KOHTPOJIbHO-pa3peluTeabHoN cucteMbl B PO (115 JekapCTBEHHBIX
CPEJICTB, IS AE€ATENbHOCTH, s cnenuanucTos). Jonmyck JIC Ha
PBIHOK ¥ KOHTPOJIb 32 oOparieHrnemM. KoHTposbs 3a MpOU3BOJICTBOM,
ONTOBOM M PO3HUYHOU TOPrOBJIEH.

2. | ®apmaneBTiueckuii | KoMriekcHBIN XapakTep OIIEHKH Ka4eCcTBa JIEKAPCTBEHHBIX CPEJICTB.
aHaJIN3 IIpnunHBL, TPUBOASAILINE K U3MEHEHUIO CTPYKTYPBI JIEKAPCTBEHHOT'O
BEILECTBA. [IpyuunHel, IpUBOAAIIME K M3MEHEHUIO KadyecTBa
JIEKapCTBEHHOTO BEIIECTBA. OcobeHHOCTH ~ HCCIEIOBAaHUSA
[IPOLIECCOB, IPOUCXOJAIIUX IPHU pa3pyLICHUH JIEKapCTBEHHBIX
BEIIECTB (IIPUMEHEHHE KOMIUIEKCA XpoMaTorpapuueckux |
ONTUYECKUX METOJ0B). YHu(uUKauus wucnbiTanuii kadectsa JIC.
OO6mue W yacTHble MeToAbl OOHapyXeHHs mnpumecedl. BrusHue
IpUMecel Ha  Ka4yeCTBEHHBIM W  KOJIMYECTBEHHBIM  COCTaB
JIEKAPCTBEHHOT'O CPEACTBA M  BO3MOXXHOCTb H3MEHEHHUS €ro

(I)apMaKOHOTI/I‘{CCKOI‘;I AKTUBHOCTH: CHGLII/I(I)I/I‘-IGCKI/IC MMpuUMeECH,
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obmume mnpumecd. CrnocoObl  KOJMYECTBEHHOTO  OIpE/eIeHuUs
conepxanus JIC. Jloctmkenuss B obimactu (papManeBTUUYECKOTO
aHaJIM3a.

dapmakorHocTHYEC-
KUU a”HaIn3

OCHOBHBIE aCTIEKTHI H MPOOJIEeMbI (apMaKOrHOCTUUYECKOTO aHaJIu3a.
COBpEMEHHOE  COCTOSIHUE€ M TEPCIEKTUBBI  MCIOJIb30BaHUs
JIEKaPCTBEHHOT'0 PACTUTENIBHOTO Chipbsid B PD. Tokcukogorunyeckue
acrmeKThl (hapMaKOTHOCTHYECKOTO aHanmmu3a. OOIIasi TOKCHUKOJIOTHUS
SIOBUTBIX pacTeHun. ITpuHIMIIBL OLIEHKU Ka4yecTBa
(bapManeBTUYECKOTO MPOU3BOJICTBA JIGKAPCTBEHHBIX MPENapaToB Ha
OCHOBE JIEKQpPCTBEHHOTO PACTUTENBLHOIO ChIpbs. MccienoBanue
MOJJIMHHOCTH, YUCTOTHI U JI0OPOKAYECTBEHHOTO JIEKAPCTBEHHOIO
PaCTUTEIBHOTO CBIPbS H (GUTOCOOPOB B COOTBETCTBHE C
TpeOOBaHUSAMHU  JICUCTBYIOIICH HOPMATHBHOM  JIOKYMEHTAIIUH.
KadgecTBeHHBIN XHUMHYCSCKHI aHaJn3 JIEKapCTBEHHOTO
PaCTUTENBHOTO ChIPbS B MOJEBBIX YCIOBUSIX.

XUMHKO-
TOKCUKOJIOTUYECKUU
aHann3

[IpoBeneHne mnpeaBapUTEIHLHOTO MCCICIOBAHUS JICKAPCTBEHHBIX,
HAPKOTUYECKUX  CPEICTB W  TCHXOTPOIHBIX  BEIIECTB  C
UCIIONIb30BaHUEM  (PU3MKO-XMMHYECKHX  METOJOB  aHam3a.
[TpoBenenue OCHOBHOTO WCCJICIOBAHMS JIEKApCTBEHHBIX,
HApPKOTUYECKUX  CPEICTB U  TCHXOTPOMHBIX  BEIIECTB  C
UCIOJIb30BaHUEM (PU3UKO-XUMHUYECKHUX METOAOB aHAIIM3A.

['ocynapcTBeHHOE
peryaupoBaHue
oOpareHus u
KauecTBa
JICKAPCTBCHHBIX
CpeAcTB

['ocynapcTBeHHBIN KOHTPOJIbL B chepe oOparieHus JeKapCTBEHHbBIX
cpenctB. HopmaTtuBHas 6a3a, periamMeHTHpYOIIas TOCyAapCTBEH-
HBII KOHTPOJb B cepe oOpameHUss U KadecTBa JICKAPCTBEHHBIX
cpencts. BBo3 nekapcTBeHHBIX cpeacTB B Poccuiickyro Denepannro
Y BBIBO3 JICKAPCTBEHHBIX CpeACTB. MOHUTOPUHT 3((HEKTUBHOCTH U
0€30macHOCTH  JICKAPCTBEHHBIX  CPEJACTB,  HAXOMSIIUXCA B
oOpamenun Ha Tepputopun Poccuiickoii denepanuu. YcaoBus
XpaHEHUs] M TIEPEBO3KM JIEKApCTBEHHBIX CpeacTB. DyHKUHH.
HOpMaTuB-Has  0a3a, perJaMeHTHpYIIIas TrocyIapCTBEHHOE
perynvpoBaHue pabOThl  UCHBITATENbHBIX  JIADOpaTOpHil  HO
KOHTPOJIFO  KauecTBa  JIEKAPCTBEHHBIX  CpeAcTB. [IpuHUHIBI
OpraHu3aIi U GyHKIIMOHUPOBAHUS OT/IEJIOB KOHTPOJIS KauyecTna.

MenemxMeHT
KadecTBa B
dbapManeBTUYECKUX
OpraHu3aIusi-x

HopmaTtuBHO-TIpaBOBOE peryJMpOBaHUE CHUCTEMBl MEHEKMEHTa
kauectBa.  OOmmMe  cTpaTerMyeckue  3aJayd  YIpaBJICHUA
dbapmaneBTUUECKUMU  ycliyramMud.  [IpuHIMOBI ~ MEHEKMEHTa
kadecTBa. CucremMa MEHEI)KMEHTa KadecTBa B  alTEYHBIX
opraam3anusax. OOmmii 0030p MOTHBAIIMOHHBIX MPOILIECCOB MPH
yIpaBIeHUU Ka4ueCTBOM. PazButune CHCTeMBl  KadecTBa
(dbapmareBTUUeCKiX TOBapOB W ychyr. [ocymapcTBeHHBIE U
pETHOHANIbHBIE TIEIM W 33Jla4d B CHCTEME MEHEIKMEHT KadajiKa.
Yo1HOMOYEHHBIE 10 KaUYeCTBY B CHCTEME MEHEKMEHTa KauecTBa
aNTEYHBIX OpraHu3aInii. Hannexamas anTe4yHasd,
TUCTPUOBIOTOPCKAS U JIOTHCTUYECKAS TIPAKTHKA.

VYupasnenue u

PapMaLeBTUUECKUI MEHEUKMEHT. [IpoekTupoBanue
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OKOHOMHKA OpPTraHU3ALMOHHBIX CTPYKTYp (apMaleBTUYECKOI0 MPEATPHITHSA.
bapmaru JenomnpousBoactB0  Ha  ()apManeBTUUYECKOM  MPEIIPUSATHH.
HopmatuBHo-ipaBoBasi 0a3za B cdepe  ¢apManeBTUYECKON
JesITenbHOCTH.  Bompockl  opranm3anuu  ¢apMareBTUYECKOro
Ou3Heca B YCIOBHSX PbIHKA. MUKPOIKOHOMUKA (papMaIieBTUIECKUX
opranmu3anuii. [lmanupoBanue, pa3paboTka M COBEPIICHCTBOBAHUEC
CHCTEMBbI YIIPaBIICHHUS.

8. | [lemaroruka Ilenaroruka kak Hayka. [Ipeamer u 3amaum nemaroruku. Mcropus
nefarornyeckor Mpiciu. OcoOEHHOCTH pa3BUTHS 0Opa3oBaHUA U
negaroru4eckor Hayku B P®. JINYHOCTB Kak IIpeIMeT BOCIIUTAHUSA.
[legarornka B JAESITENBHOCTH OOpPa30BaTENBHOTO U JICYEOHOTO
YUPEXKICHUS. Crpykrypa [earorn4eckou CUCTEMBI.
[legarornyeckuii KOHTPOJIb U OLIEHKA KauecTBa 0OPa30BaHMUS.

5.3.®OPMbl OTYETHOCTU rOCYJAPCTBEHHOU UTOFOBOW ATTECTALIUMN

Ne
DopMbl OTYETHOCTH
n/
1. IIporoxon oTBeTa 00yJaroImerocs Ha TOCy/IapCTBEHHOM K3aMeHe
5.4. ®OH/] OLIEHOYHbIX CPELCTB rOCYAPCTBEHHOW UTOrOBOWV ATTECTALIMA
@OoH/| OLICHOYHBIX CPEICTB TOCYJaPCTBEHHOM UTOTOBOM aTTECTALIUH.
OueHovHbIE CPeACTBA KoaunuecTtBo

3agaHus B TECTOBOM opme 100
CutyalluoHHbBIE 3a/1a41 50
KoHTpobHBIE BOTIPOCH 90

6. IIACITIOPT OHEHOYHBIX CPEACTB I'HA

Koa koHTpONnupyemMoii KOMIETEHIIMHU (UM €€ YacTH) OrneHOYHBIE CPeNICTBA

YK-1 - rOTOBHOCTb K a0CTPaKTHOMY MBIIILIEHHIO | Bompocsl, TecToBkie 3ananus
1 CUTYAlIMOHHBIC 3aJa9U

VK-2 - TOTOBHOCTB K yIPaBJICHUIO KOJUIGKTUBOM, | BOIpPOCHL, TecTOBBIC 3a1aHIs
TOJICPAHTHO BOCIIPUHUMATH COIHMAJIbHBIC, JTHHYECKHe, | 1 CHTYAlMOHHbIC 3a/1atu
KOH()EeCCHOHATLHBIC U KYJIBTYPHBIE Pa3Inydus

VK-3 — TOTOBHOCTh K y4YacTHIO B Mejarorudec- | Bompocel, TecToBble 3a1aHus
KOl  JeATeNpHOCTM MO MporpaMMaMm cpejnHero ¢ | 1 CHTYAINOHHBIC 3a1atu
BBICIIIETO MEIUIIMHCKOTO O0pa3oBaHUs WU CPETHETO
U BbICIIETO (papMalleBTUYECKOro 00pa3oBaHUs, a TaKkKe
10 JOMOJHHUTEIBHBIM MPOPECCHOHATBHBIM MPOrpaMMam
JUIS JIML, MMEIOUIMX CpeAHee NpoQecCHOHATIbHOE WU
BBICIIEE OOpa3oOBaHME, B TIOPSAOKE, YCTAaHOBICHHOM




¢denepasbHBIM  OPraHOM  HCIIOJHHUTEIBHOM BIIACTH,
OCYILIECTBIIAIOIUM ¢byHKIMN 1o BbIpabOTKe
TOCYIapCTBEHHOW TOJUTUKU M HOPMAaTUBHO-TIPABOBOMY
PEryJIUpPOBAaHHUIO B chepe 3ApaBOOXPaHEHUS

[IK-1 - roTOBHOCTh K MPOBEIACHHUIO 3KCIEPTU3bI
JIEKAPCTBEHHBIX CPEJCTB C IOMOIIbIO XHUMHUYECKHUX,
OMoJIOrn4ecKnx, GU3NKO-XUMHUECKHUX U UHBIX METOJIOB

BOHpOCLI, TCCTOBBIC 3alaHUS U
CUTYallMOHHBIC 3a1a9n

[1K-2 - TOTOBHOCTH K MPOBEIEHHUIO AKCIEPTH3,
IIPEyCMOTPEHHBIX IPU I'OCYIapCTBEHHOM PETUCTPALMU
JIEKAPCTBEHHBIX MPENApaTOB

BOHpOCLI, TECTOBBIC 3aJaHUA U
CUTYallUOHHBIC 3aJa4n

[IK-3 - TrOTOBHOCTP K MPOBEACHUIO XHUMHUKO-
TOKCHKOJIOTHYECKUX JKCIEPTU3 M UHTEPHpPETALUd HX

BOHpOCLI, TCCTOBBIC 3alaHUS U
CUTYyallMOHHBIC 3a1a9n

PE3yJILTaTOB

IIK-4 - TroToBHOCTH K IIPUMEHEHMIO | Bompocsl, TecToBbIe 3a/1aHus U
CHEUAIM3UPOBAHHOIO o0opynoBaHus, | CHTYAUHOHHBIE 3a/a1H
IPETyCMOTPEHHOIO JUIs UCIIOJIb30BAHUSA B

npodeccuoHabHOU chepe

IIK-5 - TOoTOBHOCTP K 0OECHEYEHHI0 YCIOBHM
XpaHEHHUs. M NEPEeBO3KU JICKAPCTBEHHBIX CPEJCTB

BOHpOCLI, TCCTOBBIC 3alaHUA U
CUTYallMOHHBIC 3aJa49n

[1K-6 - TOTOBHOCTh K TIPOBENEHHUIO KOHTPOJIS
KauecTBa  JICKAPCTBEHHBIX  CPEIACTB B YCIIOBHUSAX
(dapMalleBTUYECKUX OpraHu3alui

BOHpOCLI, TCCTOBBIC 3alaHUA U
CUTYalMOHHBIC 3aJa49n

[IK-7 - TOTOBHOCTH K MPOBEACHHUIO MPOLECAYP
BBO3a JIGKAQpCTBEHHBIX cpeactB B Poccuiickyro
@enepauu M BbIBO3a JIEKAPCTBEHHBIX CPEACTB W3
Poccuiickoit denepanu

BOHpOCLI, TCCTOBBIC 3alaHUA U
CUTYAalMOHHBIC 3aJa491

[1K-8 - roToBHOCTH K OpraHu3alu KOHTPOJISA
KauecTBa  JICKAPCTBEHHBIX  CPEICTB B YCIOBHAX
(dapMalleBTUYECKUX OpraHu3alui

BOHpOCLI, TCCTOBBIC 3alaHUA U
CUTYAallMOHHBIC 3aJa491

IIK-9 - roTOBHOCTb  HCIIOJIB30BaTb  OCHOBBI
HKOHOMUYECKUX U MIPaBOBBIX 3HaHUH B
npodecCHOHATIBHON 1 TETbHOCTH

Bomnpocsl, TecToBble 3a1aHUS U
CUTYaIlHOHHEIC 33a]]a91

[1K-10 - roToBHOCTh K TPUMEHEHHIO OCHOBHBIX
NPUHIMUIOB YIpaBjieHUs B NpodeccHoHaNbHOM chepe

BOHpOCBI, TCCTOBBIC 3alaHUA U
CUTYallMOHHBIC 3aJa49n

[IK-11 - rOTOBHOCTH K TPOBEACHHUIO TPOIEAYDP
no U3BATHIO u3 TPaKIaHCKOTO obopora
banbcuUIMpPOBaHHBIX, HEJT00pOKAYECTBEHHBIX u
KOHTpa(aKTHBIX JEKAPCTBEHHBIX CPEICTB M HX
YHUYTOXEHUIO

BOHpOCBI, TCCTOBBIC 3alaHUA U
CUTYalMOHHBIC 3aJa49n
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OLEHOYHbLIE CPEACTBA AJI4 IIPOBEAEHUA
UTOIrOBOU ATTECTALIMU CHIELIUAJTUCTOB,
SABEPHINMBIINX U3YYEHHUE INTPOI'PAMMBbI
OPAUHATYPBI 110 CIIEHUAJIBHOCTHU
«PAPMALEBTUYECKAA XUMHUA U PAPMAKOT'HO3UA»

1.1 3adaHus, ebifeasawUe NPAKMUYECcKyo No020moeKy opouHamopd

1.1 OuennTe Ka4decTBO pacTBOpa MpokamHaMuaa (HoBokamHamuaa) 10% s MHbEKIHiA, ecin
1M mpenapata JOBeNHM O METKH BOJOH B MepHOW Koyibe BMecTUMOCTBI0 100 mMi. 1 MJI mOIy4eHHOTO
pacTBopa JOBENIH BOJOH JI0 METKM B MEpHOH Koyi0e BMecTuMocThio 100 mu. Onrudeckas IJIOTHOCTh
3TOr0 pacTBOpA NpU JUIMHE BOJIHBI 280 HM B KIOBETE € TOJIIMHON moriomaromiero ciiost 10 MM coctaBuna
0,630. Y aenpHBIN TOKa3aTedb MOTJIOLICHUA IpokanHamua paBeH 658. Conepxanue npokauHamuia B 1
M1 ipeniapaTa coriacao @C nomkuo ObITh 0T 0,097 1o 0,103r. IK-1, ITK-2,
[1K-4, ITIK-6, I1K-8

1.2 Ouenurte kauecTBO pacTBopa wuuaHokoOamamuna 0,02% nans MHBEKUIWHA, €cIu SMi
mpernapara J0BEJIH 10 METKHA BOJIOM B MepHOW Koioe BMecTuMOcCThio 50 mur. OnTHueckas IUIOTHOCTb
MOJTy4YEHHOT'0 PacTBOpa MpH JUIMHE BOJHBEI 361 HM B KIOBeTe C TOJIIMHON morjomatomiero ciosg 10 Mmm
cocrapuna 0,445. Ins mpuroroBienns pactsopa ['CO 0,0494 r I'CO mmanokoOamamMuHa JOBENH 10
METKH BOJIOM B MepHOW Koi0oe BMecTUMOCThI0 100 M. 2 MIT TIONyYEeHHOTO pacTBOpa IOBEIH JO METKH
TEM >K€ paCTBOPUTENIEM B MEpHOU Koiibe BMecTUMOCThIO 50 M. Ontudeckas mioTHOCTh pactBopa 'CO B
Tex ke ycnmosusix coctaBmia 0,409. Comeprxkanue mmanokobanamuaa B 1 Mi mpemapara corsacHo @C
IOKHO OBITE OT 180 1m0 220 MKT. IIK-1, TIK-2,
[1K-4, [1IK-6, T1K-8

1.3 Ouenure kadectBo puOo(dIaBHHA MO KOJIWYECTBEHHOMY COIEP)KaHUIO (JOJDKHO OBITH He
menee 98,0% u nHe Oonee 102,0% B mepecuere Ha cyxoe BemiecTBo), ecnu 0,0698 r ananuzupyemoro
o0pa3siia paCTBOPHIIM U JIOBEJIH JI0 METKH B MEpHO# K0j10e BMecTuMocThio 500 mut. 20,0 MJI OTy4EHHOTO
pacTBopa JIOBEJIM J0 METKM B MepHOH Kkoyioe BmectumocThio 200 mu. Onrudeckas IJIOTHOCTh
MOJIYYeHHOr0 pacTtBopa npu 444 HM B KIOBETE C TOJMIMHON noriomaromero ciost 10 mm paBHa 0,454.
BenuunHa ynenpHOTrO IMokasaTelis mnorjoieHus pubodaaBuHa coctariser 328. [loteps B macce mpu
BBICYIIINBAHUH AHATN3UPYEMOTO obpasma pubodiaBuHa 1,0%.
[IK-1, IIK-2, I1K-4, [IK-6, 11K-8

1.4 B anreke U3roTOBHIIM JIEKapCTBEHHYIO ()OPMY I10 peLenTy:

Konenna 0,1 r

Kamus 6pomuna 4,0

Hacroliku BanepuaHsl

Hacrotiku manaeima mo 10 mi

Bonasr ountennoin 200 ma

Omnumure, Kak OyAeT MPOBOAUTHCS KOHTPOJIb KauecTBa U3roToBieHHOH JID B cooTBeTCTBUM C
JeHCTBYIOMM 3aKkoHoaarenbcTBoM PD. T1K-1, I1K-2, I1K-4, T1K-6, T1K-8, TTK-9

1.5 IIpoBu3op-aHAIMTUK TIPH aHAJIW3€ BHYTPUANTEYHOW 3aroTOBKH TIOPOIIKOB IIallaBepuHa
ruapoxnopuga 0,02 n caxapa 0,2 Ne 100 ycranoBun cojepxaHue NanaBepuHa ruapoxiopuna 2,2 T.
[IpaBUIbHO JTM M3rOTOBJIEHA BHYTPHANITEYHAS 3arOTOBKA?

IK-1, [IK-2, TIK-4, T1K-6, [1K-8

1.6. Ouennre koHreHTpar — 20% pacTBOp Kaiwsi OpOMHJIA, €CIIH SMJ UCCIIeTyeMOTO
pactBopa pa3senu 10 100 mit, 1 Ha TUTpoBaHue 10 MJT MOJIY4EHHOTO pa3BEAEHHUS MOULIO 8,5 M
0,1 M pactBopa cepebpa Hutpara (M.m. 119). [1K-1, I1K-2, TIK-4, [1K-6, I1K-8
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1.7. IlpoBenuTe pacder pe3yabTaTOB aHATN3a U OLEHUTE JIEKAPCTBECHHYIO (hOpMY —
PacTBOP KUCIOTHI XJIOPUCTOBOAOPOIHOM 2% - 200 M1, ecniu Ha TUTpoBaHue 2 mit ouwio 0,7 mu
0,1 M pactBopa ruapokcuna Hatpus (M.m. 36,5). [1K-1, T11K-2, TTK-4, [1K-6, I1K-8

1.8. IIpoBenuTe pacuer pe3yabTaTOB aHATIN3a U OLEHUTE JIEKAPCTBEHHYIO (hOpMYy —
pactBop Hatpus xjaopuaa 0,9% - 200 mu, ecniu Ha TuTpoBanue 1 mut uzpacxoaosano 1,4 mi 0,1
M pactBopa cepebpa HutpaTta (M.M. 58,5). [1K-1, TTIK-2, T1K-4, TIK-6, TTK-8

1.9. IIpoBenuTe pacyer pe3yabTaTOB aHATM3a U OLEHUTE JIEKAPCTBECHHYIO (hOpMY —
pactBop HaTpus opomuna 2% - 200 mi , HacToMKH Basiepransl 10 mi1, ecniu TUTpoBaHue 1 mit
MUKCTYpHI m3pacxoaoBano 1,8 mur 0,1 M pactBopa cepebpa nutpara (M.m. 103).

[1K-1, ITIK-2, TIK-4, ITK-6, ITK-8

1.10. Ha aHanmu3 B KOHTPOJbHO-aHAIMTHYCCKYIO J1a0OpaTOPUIO IIOCTYIHJIO ChIPhE:
KOPHEBHUIIIA C KOPHSMH BaJIepUaHbl JICKAPCTBEHHOH (11enbHOE ChIphe) B KoimdectBe 1000 kr,
pacdacoBaHHbIE B TIOKU U3 TKaHU 10 50 Kr. [1oBpekIEHHBIX U HCIIOPUYCHHBIX YIAKOBOK CHIPHS
He Obulo. B pesynprare  aHanm3a  ObUTM  MOJIyYEHBI  CIEAYIOLIUE  JaHHbIC.
[Tpu ompenencHUM CTEMEHHU 3apaXKEHHOCTH aMOapHBIMH BpeIUTEIsIMH B mpobOe maccoit 1 kr
0OHapyX eHO: 2 KYKa-TOUUJIbLIUKA.
[Ipu ompeneneHnn BIAXKHOCTH CHIPBS: Macca MPOOBI 10 BBICYIIMBAHUS cocTaBisia 4,6231 T,
Macca rnociue BBICYIIIMBAHUS - 4,0011 T.
[Tpu onpenenenun npumeceit B mpode maccoit 100 r oOHapykeHO: APYrUX YacTeil BaJiepuaHsbI -
3,2 1, oOpraHmueckux mnpumeced - 1,6 T, MuUHEpaJdbHbIX Ipumeced - 2,7 T.
[Ipu ompenenenmu o0OmICH 30561 W 30JbI, HepacTBopuMoud B 10 % XJI0pHCTOBOAOPOIHOM
KHCJIOTBI: Macca Turiig - 7,5013 r, macca Tturis ¢ ceipbeM -10,9203 1, Macca TUIIISL ¢ 30710 (J10
00pabOTKH XJIOPUCTOBOIOPOAHOM KUCIOTOM) - 7,8876 T, Macca THIJIA ¢ 30J10H (11Oociie 00paboTKH
XJIOPUCTOBOJIOPOJIHOM KHCiIOTOM) - 7,681 T; Macca 3ombl ¢punbrpa 0,005. Ilpu onpeneneHuun
colep)KaHUs SKCTPAKTUBHBIX BEIECTB: Macca dYallku s BeimapuBanus - 20,183 1, macca
YalllKy 71 BBIIAPUBAHUS C CyXuM octatkoM - 20,286 r, macca celpbs - 1 r. OTBeThTE HA
BOITPOCHI:

- IPaBUJIBHO JIU ObLIa MOJJ00paHa YIaKOBKA ChIPhs?
-KaKoe KOJMYECTBO CMHMII IPOAYKIIMU ObLIO OTOOPAHO JUIst aHau3a?
PaccunralitTe OCHOBHEBIC ITOKa3aTelIM KadyecTBa JICKAPCTBCHHOI'O PpPACTUTCIBHOTO CbhIpbd H
clienaiiTe BbIBOJI O COOTBETCTBUU HOpMam HJI. IIK-1, TIK-2, I1K-4, TIK-6, I1K-8
1.11.Ha ananu3 B KOHTPOJBHO-aHATUTHYECKYIO JIAOOPATOPHIO MOCTYITUIIO CHIPhE: IIBETKH POMAIIKU
anTevHoi (M3MelnbueHHOe Chipbe) B KommuecTBe 100 Kr, pacdacoBaHHBIE B TIOKM M3 TKaHU 1Mo S50 KT.
[HompobHO OIUIILIUTE AINTOPUTM Barmmux EeUCTBUI o MIPOBEICHUIO aHaIu3a. 11
IK-1, I1K-2, T1K-4, [1K-6, [1K-8
1.12. B KOHTPOJBHO-aHATUTUIECKYIO JTA0OPATOPHUIO HA aHAIIN3 MOCTYIHIIO ChIphe «JIMCThs
KpacaBku» (LIENTbHOE CHIphe). B pesynbrare KOJIMYECTBEHHOTO OIpeAeTCHHs allKallOuI0B
MOJIYYCHBI CIEAYIOIINE TaHHbIE:
*  Mmacca coipbsa 9,875 1;

*  BJAXHOCTb ChIpbs 8,8 %0;
* 00BeM pacTBOpa HATpHs THUIAPOKCHIA, U3PACXOJOBAHHOTO HA TUTpPOBaHME, - 8,7 MIL
CrenaliTe 3aKII0YEHUE O KQUE€CTBE ChIPhS MO TAHHOMY IOKA3aTeNIo.
[TK-1, ITIK-2, TIK-4, TTK-6, I[TK-8
1.13. CnhemaiiTe 3aKiIrOUYeHHE O KadecTBE CHIpbs (cooTBeTcTBHM TpeOoBanusM ['D) Ha
OCHOBaHWH YHCIIOBBIX TTOKA3aTeJIeH: «TpaBa TEPMOIICHCAy: alIKAIONI0B - 1,5 %; Bimaru - 12,5 %;
30761 oOme - 7,2 %; crebneil ¢ MmoOypeBIIMMH JHUCThSIMH, HEOTACICHHBIMH KOPHSMHU U
nmoOJeKImMMH 1IBETKaMu - 1,5%; ochImaBmmxcsi TUCTheB W 1BETKOB - 0,5 %; opranudeckoun
npuMecH (4acTH JIpYTMX HESJOBUTHIX pacTteHuit) - 1,2%; MuHepanbHOH (3eMJsl, IEeCOK,
kametkn) - 0,5%. [IK-1, TI1K-2, T1IK-3, TIK-4, I1K-6, ITK-8
1.14. Tlpu ycTaHOBIEHHUU CTENEHU 3aPAKEHHOCTU ChIPhs «JIlHCT AypmanHa», OBLIO
HaliieHo 25 kJjemiedf, CBOOOAHO TMEpPEABUTAIONIMXCS O TOBEPXHOCTH W HE 00pa3yroIIMX
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CIUIOIIHBIX Macc. YCTaHOBHUTE CTENEHb 3apaXKCHHOCTH M TMOPSAOK MCIIOJIB30BAHMS JTaHHOTO
CBIPbSL. [IK-1, I1K-2, I[IK-4, TIK-6

1.15. B amTeky MmOCTynHMJM TpaBa MEJIHMCCHI JEKApCTBEHHOM M IUIOABI OOSPBHIIIHUKA.
Opranmsyiite xpanenue JIPC cormacHo TpeOoBaHHMSIM  JCWCTBYIOIIEH HOPMAaTHBHOM
JIOKYMEHTAIUU. [1K-5, ITK-10

1.16. B na6oparoputo OTK dapmaneBTHIECKOTO MPEANPHUATHS MMOCTYIHIIO HA aHaIu3
JUISL TIPOBEPKH MOUIMHHOCTU U W3MENbYEHHOCTH ChIphe - OJyBaHYMKA KOPHH (M3MEIbYCHHBIE).
AHaJIUTHK MTPOBEJ M3YYCHHE BHEIIHUX MPU3HAKOB, MUKPOCKONUHU. VI3MeTb4eHHOCTh COCTaBUIIA!
KYCOYKOB, HE IMPOXOAIINX CKBO3b CUTO C OTBEPCTUAMU pazmepoM 7 MM - 15%(ue Gonee 10%);
YaCTHII, TPOXOISIINUX CKBO3b CUTO ¢ oTBepCcTHsIME pazmepom 0,5 mum - 3%.( He 6onee 10%)
IIpoananu3upyiTe IOIYYEHHBIE pPE3yJbTAaThl U CHACIAUTE 3aKIIOYCHHE O KadeCTBE KOpHEH
OJ/1yBaHYHKA. IIK-1, T1K-2, IIK-4, TIK-6, TTIK-8

1.17. B KOHTPOJBHO-aHATUTHUYECKYIO JIA0OPATOPUIO TOCTYMUIO Ha aHAIH3 CBIPhE
«CymeHunpl TOMSHOW TpaBa», pachacoBaHHass B OyMaKHble MAaKEThl C TMOCIEAYIOIINM
BJIO)KCHHEM B IMAauKu KapTOHHble, mMaccod 100 r. AHaIWTUK NONY4YWJ 3aJaHUE IPOBECTU
UCCIIEIOBAaHUE U JaTh 3aKIIOYCHHE O COOTBETCTBHM H3MEIbYCHHOE ChIPhs TpeOOBaHUSM
HOPMAaTUBHOTO AoKyMeHTa. [lpu onpeneneHny N3MeNbUeHHOCTH YCTAaHOBIIEHO, YTO COJIEpIKaHUE
YaCTHIl, HE MPOXO/ALIUX Yepe3 CUTO C pazmepoM oTBepcTil 7 MM (He 6oree 10%), coctaBuio
8%; yacTull, MPOXOAUIMX Yepe3 cuto ¢ oTBepcTusiMu pazmepom 0,310 mm - 4,5% (e Goiee
10%). AHaTUTHK OTMETHJ, YTO ChIpbE IO AHATU3UPYEMbBIM XapaKTEPUCTHKAM W HOpMam
coorBerctByeT HJI. IlpoaHanmusupyiiTe MOJy4eHHBIE PE3YJIbTaThl M JAWTE OLUEHKY JCHCTBUIO
aHAJIUTHKA. I1K-1, IIK-2, I1K-4, I1K-6, ITK-8

1.18. Heo6xoauMo OCYIIECTBUTh MPUEMKY IMOUYEK OEpe30BbIX U OIpeNeiuTh HUX Ha
XpaHeHue B amnrteke. [laliTe MOApOOHBIM anropuTM JEHCTBUS C yKa3aHUEM HOPMATHUBHBIX
JIOKYMEHTOB. IK-1, TIK-5

1.19. Jlns moATBepKI€HUS KauecTBa JIUCThEB CEHHBI OBUTM OTOOPaHBI MPOOBI U MPOBEIEH
uX aHamu3. B Xoje wWcciaenoBaHWN yCTaHOBJICHO, YTO BHEIIHHE NMPU3HAKH W MHUKPOCKOIHS
COOTBETCTBYIOT CTaHIApTy. B chIphe comeprkanne NelCTBYIOMMX BEMIeCTB co ctaBmwiio 2,0% (He
menee 10,5%), BnaxsHoctn — 11% (He Gomee 12%), 3ombr obmeit — 10% (He Gonee 12%),
KyCO4yKoB crebiiel Tonme 2 MM - 2% (He Oosiee 3%), MMCTOUKOB M IUIOAOB - 65% (HEe MeHee
60%), moOypeBIIMX M MOYEPHEBIIMX JHUCTOUYKOB - 3% (He Oomee 3%), opraHuyeckod u
MuHepanpHOW mpumeceir mo 1 % (me OGomee 3%; 1%). IlpoananusupyiiTe mNOTyYEeHHBIE
pe3yNnbTaThl U CAENaiTe 3aKIFOUEHUE O COOTBETCTBUU HCCIIEAYEMOTO ChIphbsi TpeOoBanusM HJI.
[TK-1, ITK-2, TIK-4, T1K-6, [1K-8

1.20. ®apmaneruyeckast pabpuka Jsl MPOU3BOACTBA JKUIKOTO IKCTPAKTa MpHOOpena
MApTHIO W3MENbYCHHBIX JIUCTHEB KpamuBBL. BO BpeMsi MPHEMKH CHIPbSI BBISCHHUIIOCH, YTO IPH
TPAHCIIOPTHPOBKE OBLTA HApyIICHA YIIAKOBKA OJHOTO Memka. KoMHUCCHs TpHHSIA pelIeHHe
MIPOBEPUTH KAYeCTBO JIUCTHEB KPAIMBBI, HAXOMANIUXCS B HApYIICHHON Tape. Bpuim 0TOOpaHBI
npoOBl sl aHanu3a W TepelaHbl B jaboparoputo (abpuku. B Xoae mpoBeneHHBIX
WCCJICIOBAaHUM YCTAaHOBJIEHO, YTO CHIPhE MPEACTABISIIO COOOM KYCOUKH JMCTHEB PAa3IUIHON
(b OpMBI, TPOXOSIINE CKBO3b CUTO C OTBEPCTUSMHU AUAMETPOM 7MM, TEMHO-3€JIEHOTO I[BETa, CO
cma0bIM 3amaxoM M TOPbKOBATOro BKyca. [Ipw TpoBeAeHHH MHKPOCKOMHYECKOTO aHaln3a
OTMEUEHO HAJUYHE IMCTOJIUTOB, TIPOCTHIX BOJIOCKOB JBYX THIOB (WKTydWe» W
«PETOPTOBHJIHBIC») W TOJIOBYATHIX BOJIOCKOB. XPOMAaTOrpaUUecKHii aHaJIA3 TOITBEPIHI
Hanmnure ButamrHa K1 B ceipbe onpeneneHsl claeayronye YucaoBble MOKa3aTeIu: BIAKHOCTD -
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12% (ue Oonee 14% ); 3oma obmast - 18% (ume Oonee 20%); 301a, HepacTBopuMas B 10%
XJIOPUCTOBOJIOPOIHOM KucnoTe - 1,7% (He Gonee 2%); mouepHeBIIe TUCThA - 5% (HE 6oee 5%
); opranudeckas npumech - 1,5% (ue 6onee 2%), MuHEpaiIbHas NMPUMECh, COLBETHS M CTEOJIN
OTCYTCTBOBaJIM. YacTuil, HE MPOXOAUIUX CKBO3b CUTO C OTBEPCTUSMHU pasMepoM 7 MM, - 2% (He
6onee 10% ); yacTul, NPOXOAALIMX CKBO3b CUTO C OTBepcTUsAMHU pazMepoM 0,5 mm, - 12% (ne
6onee 15% ). [Ipoananu3upyiiTe mody4yeHHbIE PE3yJIbTaThl, JaliTe OLEHKY paboTe KOMHUCCUU U
clieianTe 3aKJIF0YEHUE O KaUeCTBE JIMCTHEB KPAIHUBBI. IIK-1, I[IK-2, I1K-4, I1K-6, ITK-8

1.21. B KOHTpOJBHOHW J1Ta0OpaTOpHH TMPOBOAMIA TONHBIA (DapMaKOICHHBIM aHaIu3
dapmanieBTyeckoil cyOcTaHIMU Kajblug Jaktar. COOTBETCTBYET JIM IMOTEPs B Macce INpH
BBICYIIMBAaHUH Kanblus j1akrata TpedoBanusm OC (ue 6onee 30%), ecnu macca Orokca 21,3782
r (m0), macca OroKca ¢ HaBEeCKOH BeriecTBa 0 BeicymmBanus 21,9772 r (ml), macca Grokca ¢
HABECKOM Mociie BBICYIIMBaHUS: TepBoe B3BemmuBanue - 21,8115 r, BTOpoe B3BeLIMBAHHE -
21,8105 r, Tperbe B3BemmBanue — 21,8102 r (m2). [IK-1, IIK-2, I1K-4, I1K-6, ITK-8

1.22. B npou3BOACTBEHHOHN anTeKe MPOBEIN XUMHUYECKU KOHTPOIb BHYTPUANTEUYHOMN
3arotoBku — 20% pactBop kanusa 6pomuaa. OueHute KOHIEHTpAT (paccUuTaiTe coaep:KaHue) ,
ecinu SMIl uccaeayemMoro pactsopa passenu 10 100 mi, u Ha TuTpoBaHue 10 Mi1 MOIy4EeHHOTO
pasBeaenus nouwio 8,5 mu 0,1 M pactBopa cepedbpa nurpara (M.m. 119).

IK-1, TTIK-2, TIK-4, ITK-6, K-8

1.23. B KOHTpONBHOH J1Ta0OpPAaTOpUU  MPOBOAWIM  (papMakomeHHbI  aHaNW3
dapmaneBTrueckoil cybcrannuu amuHOGWIMHA (dyduiumHa). COOTBETCTBYeT 1M 00paserl
tpeboBanusiMm OC o nokazarento «Boga» (He 6onee 4,5%), ecnu, npu onpeaeneHUd BOJbI 110
Merony Pumepa Ha TuUTpoBaHue HaBecku Maccoil 0,10125r nmouwmio 1,30 M peaktuBa,
KoHTposbHOTO ombita — 0,15 mu. [lpu ycranoBke Tutpa peaktuBa Duiepa Ha TUTpPOBaHUE
HaBeckn Boabl Maccoil 0,04235r monwto 10,45 M yka3aHHOrO pPeakTHBAa, KOHTPOJIBHOTO
onbiTa — 0,15 M. IIK-1, T1K-2, ITK-4, TIK-6, 11K-8

1.24. B KOHTpOJBHON nabOpaTOpUM TPOBOJMIN TOJHBIA (apMaKONEHHBIH aHAIH3
pactBopa kopauamuHa. OIEHUTE KauecTBO KOpAMAMHUHA IO COJIEP)KaHUIO JUATHUIIAMHIA
HUKOTUHOBOW KHUCJIOTHI (10JbkHO ObITh coriacHo DC ot 0,240 mo 0,260 r/mm), ecnu 0,5 mi
npenapara (twiotHocts 1,025 1/cm3) goBenmm go  wmetku 0,1 monb/m pacTBOpoMm
XJIOPUCTOBOJIOPOJTHON KHCIIOTHI B MEpHOH Koyibe BMecTuMocThio 50 mit. 1,0 M mosydeHHOro
pacTBOpa JIOBEIH /10 METKH T€M K€ PacTBOpUTENEM B MEpHOH koybe BMecTuMocThio 100 mul
OnTnueckasl INIOTHOCTh 3TOTO pacTBOpa Ipu 267 HM B KIOBETE ¢ ToJMMHON cios 1,0 cm
cocraBuna 0,458. [IK-1, I[IK-2, I[1K-4, I1K-6, IIK-8

1.25. Ontnveckast ToIoTHOCTH pactBopa PCO mudTrinaMuga HUKOTHHOBOW KHUCITOTHI B TE€X
xe ycioBuax paHa 0,429. JIns npurotoBienus pactBopa PCO 0,49875 r mustunammaa
HUKOTMHOBOM KHUCJOTHI AoBenn 10 MeTku 0,1 M pacTBopom XJIOPUCTOBOJOPOJHON KHMCIIOTHI B
MepHo# kos10e BMecTuMocTbio 100 mut. 0,5 M1 HOJy4EeHHOTO pacTBOpa JOBETH A0 METKH TEM Ke
pacTBOpHUTENIeM B MEPHOI Ko11Oe BMecTUMOCTHIO 100 M. IK-1, TIK-2, TIK-4, I1K-6, K-8

1.26. B koHTpoibHOH nabopaTopur NPOBOAMIN MOJHBIA (apMakoneilHbI aHau3
KucnoTel TayramuHoBou 0,25 (M.m 147,13).  Macca oanoit Tabnetku paBHa 0,503 T.
PaccuuTaiite conmepkaHue KUCIOTHI TNTyTaMHUHOBOM B OJHOM TaOyieTKe, €CIM HAa TUTPOBAHHE
MOPOIITKAa OJHON pactepTtoi Tabmerkw momnuio 16,6 miu 0,1 M pactBopa HaTpusi THAPOKCH]IA
(K=1,02). [K-1, T1K-2, TTK-4, TTIK-6, 11K-8
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1.27. B KOHTpOJBHOW JabopaTOpuy TMPOBOAMIIA TONHBIA (HapMaKOTICHHBIN aHAIN3
dapmanieBTuyeckoil cyocraHimu ¢ypasonunod. OueHuTe KayecTBO (pypazonuaoHa 1o
KOJIMYECTBEHHOMY COJIEpP)KaHUI0 (IOKHO ObiTh HEe MeHee 98,0% u He OGomee 102,0% B
nepecyeTe Ha cyxoe BeulecTtBo), ecau 0,09985 r ucnbiTyeMoro oOpasua pacTBOPUIN U JOBEIU
JIM®A 1o metkn B MepHOH Koiibe BMecTHMOCThIO 50 M (pactBop A). 5,0 mu pactBOopa A
JIOBEJIM BOJOMU J1I0 METKH B MEPHOU K0JIOe BMecTUMOCThIO 100 M. OnTudeckas IioTHOCTh 3TOTO
pactBopa npu 367 HM B KtoBeTe ¢ TomuHoM cinos 1,0 cm coctaBuia 0,538.

[TK-1, I1IK-2, TIK-4, T1K-6, 11K-8

1.28. Ontuueckas miaotHocTh pactBopa PCO dypazonuiona, IpUroTOBICHHOTO O TOH
xe cxeme u3 HaBecku Maccoit 0,10000 r, B Tex xe ycinoBusix pasHa 0,542. [lotepss B macce npu
BBICYIIMBAHUH aHATU3UpyeMoro oopasma dypazonumona 0,4%.

IK-1, TTIK-2, TIK-4, ITK-6, K-8

1.29. B KOHTpONBbHOI nabopaTopur NPOBOAMIM MOJHBIA (papMaKoNeHHbI aHaIH3
dapmaiieBTUUECKON cyOCTaHLMM TIOKo3a. Paccumraiite ynenbHOE BpallleHUE TIIIOKO3bI B
nepecyeTe Ha CyXoe BEIIECTBO, €CIM YroJl BpaileHusi pactBopa 1,25 r ucmeiTyemoro odpasna
JIIOKO3bl B 25 Mul Boabl B KioBeTe mivHOM 10 cM paBen +2,560. Iloteps B Macce mnpu
BbICymBaHuM — 1,54%. [IK-1, IIK-2, I1K-4, I1K-6, ITK-8

1.30. B koHTpOnBbHOH nabopaTopuy NPOBOAMIN MOJHBIA (apMaKoNeHHBIA aHaIn3
MOJIMTJIFOKUHA, pacTBOp KpoBe3amelnaomuil. OLeHUTe KOJUYECTBEHHOE COJIEpyKaHUE IEKCTpaHa
(X, %) B kpoBe3zamemaroiem pactBope «llomurimokun» (10mkHO ObITh cornacuo OC 5,5-6,5%),
€CJIM YroJl BpalleHUs aHaJu3upyeMoro pactBopa B kioBere juHOM 30 cm paBen +34,380.
Y nenpHOE BpamieHue aekcrpana +199,30. [IK-1, IIK-2, I1K-4, I1K-6, ITK-8

1.31. B KOHTpOJBHOHW J1a0OpaTOpHH TMPOBOAMIA TONMHBIA (DapMaKOICHHBIM aHaIu3
dapmaneBTuueckoil cyocranuuu okcadenamuga. CooTBETCTBYeT Jin okcadeHaMuz (ocaliMun)
(M.m. 229,93) TpeboBanusM OC 1o KOJTMUECTBEHHOMY COJEPKaHUIO (JOKHO OBITH HE MEHEee
99,0% B mepecueTe Ha Ccyxoe BEIIECTBO), €CIM Ha TUTpoBaHWE HaBecku Maccoir 0,10175r
nouwio 4,45 mun 0,1 M pacrBopa Hatpus metunara (K=1,02), koutponbHoro omnbita — 0,15 M.
[Toteps B Macce IpH BBICYLIMBAHUN aHaNU3upyemoro odpasua 0,75%.

ITK-1, ITK-2, TTK-4, TIK-6, TTK-8

1.32. B KOHTpOJBHOH abopaTopuy TPOBOAMIN MOJHBINA (apMaKoNeHHBIH aHaIn3
rimoko3bl 10% pactBopa ans uHbekuuil. COOTBETCTBYET JM KOJMYECTBEHHOE COJEpXKaHHE
TII0KO03bI B pactBope TpedoBaHusM OC (momxHO ObiTh 0,097-0,103 1/Mi1), ecrnu yron BpaimieHus
pactBopa ucnsiTyemoro oopasua rnpu 200C 1 UCTIONB30BAHUH KIOBETHI C TOIIMUHON cios 20 cM
paBeH +9,860. Y nenbHoe BpaieHue rioko3sl B Boae +52,70. TIK-1, TTK-2, TTIK-4, T1K-6, K-8

1.33. B KoOHTpOdBbHON nabopaTOpUM TPOBOJIMIN TIOJHBIA (apMaKONEeHHBI aHaIH3
KopTu3oHa arerarta, tabnetku, 0,05r. Paccumraiite comepkaHue KOPTH30HA arerara, €Clu
HABECKy MOpOoIIKa pacTepThix TabiaeTok maccoil 0,11570 r pacTBopmiiv B 3TaHOJE B MEpPHOI
kon0e BMectuMocThio 100,0 mut, ordunsTpoBanu. 5,0 M GuabTpaTa JOBEIH 3TAHOIOM JI0 METKU
B MepHO# Kosi0e BMecTMOocThio 100,0 M. ITK-1, T1K-2, I[IK-4, TIK-6, 11IK-8

1.34. B xoHTpoibHOH nabopaTopur NPOBOAMIN MOJHBIA (apMaKkoneiHHbI aHau3
reHTamMuiMHa cyiabparta. CoOOTBETCTBYeT JIM IeHTamMHuLUHa cyibdar TpedoBanusm OC mo
yAETbHOMY BpaIleHHI0 (I10KHO OBITh OT +1070 mo +1210), ecnu yron BpameHust 1% BogHOTO
pacTBopa B KroBeTe anuHou 20 cMm paseH +2,120. IK-1, T1K-2, TTK-4, [1K-6, TTK-8

1.35. B KOHTpONBHOH 1abopaTopuy TPOBOAMIN TMOJHBIA (apMaKOIECHHBIH aHAIH3
dapmareBTHUECKON cyOcTaHMK HaTpus xjopua. OneHnTe KauecTBO aHAIM3UPyeMOoro odpasia
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HaTpus xyopuaa (M.m. 58,44) MeToIOM apreHTOMETPHUH 1O KOJUYSCTBEHHOMY COJIEPKaHUIO (HE
MmeHee 99%), ecin HaBecky maccoil 0,9024 r pacTBOpUIM M JOBEIN BOJOM 10 METKH B MEPHOM
kosi0e BMecTuMocThIO 25,0 M. Ha TuTpoBanue 2,5 Mt anukBOTHI u3pacxoaoano 15,2 mu 0,1 M
pactBopa cepedpa nutpara (K=1,01). [K-1, T1K-2, TTK-4, I[1K-6, [1K-8
1.36. B KOHTpOnBbHOI nabopaTopur NPOBOAMIM MOJHBIA (apMaKONEeHHBIH aHAIN3
wiatupuimHa ruaporaprpata, 0,2% pacTBop s uMHBEKUMH. Paccuuraiite copepxaHue
wiatupuiuinHa ruapoTtaprpara, eciau 1,0 Mi mpemapata o0pa®oTalii COOTBETCTBYIOLIMM
PEaKTHBOM, JIOBEIM BOJOW /10 METKH B MepHOM Koyioe BMecTHMOCThIO 50,0 mu. OnTuyeckas
IJIOTHOCTh TOJIYYEHHOTO pacTBopa Ha ¢oTokoJiopuMmeTpe npu cuHeMm cBetoduiabtpe — 0,48.
OnTudeckast INIOTHOCTH B ombITe ¢ 1,0 Mt pacTBopa crangapTHOTO 00pasima, conepxkariero 0,002
/M IIaTHQUIDIMHA THAPOTApTpara, coctasuia 0,49. IIK-1, ITK-2, I[IK-4, TIK-6, TTIK-8
1.37. B KOHTpONBbHOH nabopaTopur NPOBOAMIN MOJHBIA (apMaKoNeHHbI aHaIn3
dapmaneBTHueckoil cyOcraHiuu HoBokamHamuaa (M.m. 271.79). Paccumraiite copepkaHue
HoBOoKanHamuaa (%), ecnu Ha TUTpoBaHuWe HaBecku Maccoit 0,3104 r momwro 11,1 mim 0,1 M
pactBopa Hatpus Hutputa (K=1,02). ITK-1, T1K-2, TTK-4, TIK-6, I1K-8
1.38. B KOHTpOJILHOH J1abOpaTOpvK MPOBOJMUIN TIOJHBIN (apMaKONEHHBIM aHaIU3
tabnerok Qypamununa 0,02r s HapyXHOro ymorpebneHus. Paccuutaiite conepikanue
dypammmna, ecnu 3,00125 T mopomika pactepThix Tadietok odpadoramu 30 mu MDA wu
JIOBEIIM BOJIOW JIO METKH B MEPHOW KOJIO€ BMeCTUMOCThIO 250 mut, orduiasTpoBamm. 5,0 mi
¢mibTpata A OBENH 0 METKH BOJIOW B MEpHOW KoJOe BMecTUMOCTBhIO 250 mul. OnTrueckas
IUIOTHOCTH MOJIYYEHHOTO pacTBopa npu 375 HM B KtoBeTe ¢ TonuHoi ciost 1,0 cm paBHa 0,618.
OnTuueckas mwiotHocTh pactBopa ['CO dypanuirHa, NPUTOTOBIEHHOTO MO TOM ke cXeMme U3
HaBecku maccor 0,06020 r, B Tex ke ycnoBusix paBHa 0,609. COOTBETCTBYET JIM COAEpIKAHUE
bypammnuna tpeboBanusM OC, ecnu B mepecuere Ha CPEIHIOI Maccy TaOJIETKU OHO JIOJKHO

owITh 0,018-0,022 r? Macca 20 Tabaetok 19,223 T.

[1K-1, TIK-2, TIK-4, T1K-6, [1K-8

2.1 Tecmossie 3a0aHUA

2.1 PaznararoTcs Ipy HENPaBUIBHOM XpaHEHUH ¢ 00pa3oBaHUEM JIeTy4ux npoaykroB: [TK-5
A. KapOonoBas kucinora
B. Monopopm
B. Xnopamun b
I'. Hatpus runpokapboHar
. Bomopona nepokcu

2.2 ITpu Temmieparype He HIKE +9°C crieyeT XpaHUTh: I1K-5
A. ®opmanux
b.”KupHnsle macna
B. Jlegsnyro yKCyCHYIO KUCIIOTY
I'. O¢upHbie macna

2.3 C yIIIeKHCITBIM Ta30M BO3/IyXa Pearupyror: [TK-5
A. DdupHbie macna
b. Dybunnun
B. Maruus oxkcupg
I'. ®enon
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. Tanbk

2.4 BriOepuTe XUMHUECKUE PEAKITHH, TPOUCXOISIINE B JICKAPCTBEHHBIX BEUIECTBAX MO
BO3JIelicTBHEM (DU3HYECKUX (PaKTOPOB: ITK-5
A. I'mpponus
b. U3omepuzanus
B.Oxkucnenue
I". Bce oTBETHI BEpHBI

2.5 BepHo 11 yTBep:KJIeHUE, UTO B TEOPETUYECKOM OCHOBE METO/Ia YCKOPEHHOI'O CTapeHUs

nexut npasuiio Baat-T'odda: [IK-5
A. Bepno
b. Hesepno

2.6 K 0CHOBHBIM MeTO/1aM CTa0MIN3AIH JICKAPCTBEHHBIX BEIIECTB OTHOCSATCS: ITK-5

A. ®usnueckas ctadmIn3anus
b.Xumunueckas crabunnsamus

B. AHTHMUKpPOOHAS CTaOWIN3AIIHS
I'. Bce oTBeTHI BEpHBI

2.7 YcTaHOBHTE COOTBETCTBHUE (OTBET mpescTaBbTe B hopmare 1-b; 2-B u T.1.): [IK-5

1. [annblif BUJ cTaOMIM3alMM OCHOBAH HA BBEIACHHUH B JIEKAPCTBEHHYIO (hOpMY
BEIIECTB, MPEIOTBPAIIAONINX I 3aMEJISIONINX XUMUYECKUE MPOIIECCHI,
MIPUBOSAIINE K PA3JI0KEHUIO JICKAPCTBEHHBIX IIPETapaToB

2. JlaHHbBIA BUJ CTAOWIM3AI[MN OCHOBAH HA COOJIOCHUH ACENITHYCCKUX YCIOBHIA
MIPUTOTOBJICHUS JICKAPCTB M BBEJECHUHU B COCTAaB JICKAPCTBEHHOI'O CPEICTBA
KOHCEPBAHTOB

3. JlaHHBIH BUJ cTaOUIM3AMU OCHOBAH HA U30JMPOBAHUH JIEKAPCTBEHHBIX BEIIECTB OT
BIIMSIHUS BHEITHUX (DAKTOPOB, YCKOPSAIOMINX XUMHUYECKHUE MPOIECCHl U BEAYIIUX K
Pa3NoXKEeHUIO ITPenapaToB

A. XuMnueckas craOuin3aius
b. ®usnueckas cradbunmszanus
B. MukpoGuonorndeckasi CTaOuIM3aIus

2.8 Metoa n3ydeHusi CTabMIbHOCTH, IPU KOTOPOM BO BCEX BPEMEHHBIX TOYKAX IO MOJTHOMY
IIPOTOKOJTY TECTUPYIOT TOJIBKO 00pa3iibl C KpalHUMU BapuaHTaMU (PaKTOPOB 3TO:
[TK-2, TIK-5
A. Matpu4HbIii METO
b. Kimaccuueckuii MeTox
B. MeTon yCKOpeHHOTO CTapeHust
I''Meron kpallHUX BapUaHTOB
. Het npaBwibHOTO OTBETA

2.9 Kommiexe Mep 1o obecriedeHuto 3pGeKTUBHOCTH U 6€30MacHOCTH (hapMalleBTUYECKHX
MPOJYKTOB, a TAKIKE UX COOTBETCTBUS OPUITMAIBHBIM TPEOOBAHUSM IO NMOKA3aTeNsIM KayecTBa
3TO: IK-1

A. Cucrema obecrieueHus: KayecTBa

b. Cucrema koHTpoOJIsI KauecTBa

B. Cucrema MeHeKMEHTA KauecTBa

I'. Cucrema dapmakonaazopa

2.10 BriGepuTte Bubl TOCYAAPCTBEHHOTO KOHTPOJIS IPU OOpaIleHUu JeKapCTBEHHBIX CPE/ICTB:
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[K-1, TIK-2
A. OGecnieuenue kauyecta JIC
b. KonTpons kauectBa JIC
B. JIunien3upoBanue papMareBTHIECKON NeITEIbHOCTH
I'. Beitaya pa3spelieHnii Ha BbIBO3 JIEKAPCTBEHHBIX CPEICTB ¢ Teppuropuu PO

2.11 T'ocynapcTBeHHBIH KOHTPOIIb Tipu oOpariennu JIC BKIIoYaeT KOHTPOJIb 3a: I1K-1
A. IlatrentoBanuem cnoco6oB HazHavyenwus JIC
b. Otnyckom JIC
B. Ilpumenenunem JIC
I'. ITpoussoacteom JIC

2.12 Bribepute OCHOBHBIE HANIPABIICHHUS] KOHTPOJIBHO-PA3PEIINTEIbHON CUCTEMBI: I1K-1
A. Dxkcneptuza u peructpanus JIC
b. Crannaptuzanus, ceprudukanus u merposnorus JIC
B. Kontpons kauectBa, 3¢dpexkrnBrocTu u 6e3onacHoctu JIC
I'. Bce oTBETHI BEpHBI

2.13 T'ocynapcTBEHHON perucTpanuu moaiexar (Beioepure 1 oTBer): [1K-2
A. JIII, npuoOpeTeHHble PU3NUECKUMU JIUIIAMU 32 NpeaeaamMu Teppuropun Poccuiickoit
®denepanyy U NpeIHA3HAYECHHBIE IS JUYHOTO MCIIOIb30BAHMS;

b. JII1, n3roToBieHHbBIE alITEYHBIMUA OpraHU3alUsAMHI, KOTOPHIE UMEIOT JIULICH3UIO Ha
(dapMaleBTUYECKYIO 1E€ATEIbHOCTD

B. OpurunaibHbl€ JIEKapCTBEHHBIE IIPENIapaThl

I'. Pasnuunsle JIII mox o1MHAKOBBIM TOPrOBBIM HAUMEHOBAHUEM.

2.14 Tlonydenue cooOmeHn 0 HebmaronpusaTHHIX Mo0ouHbIX peakuusx (HIIP) nexapcTBeHHBIX
CPEJCTB OCYILECTBISAETCS MOCPENACTBOM: [1K-1
A. CrioHTaHHBIX COOOIIEHUI
b. CTumynupoBaHHBIX COOOLICHUI
B. AKTUBHOIO MOHUTOPHHIA
I'. Bce oTBETHI BEpHBI

2.15 Tlpu pa3Butun cepbe3nbix U HenpeasuaeHasix HITP wa JIC Ha Tepputopun PO
uHOpMalKs HaIpaBiseTcs OJJHOBPEMEHHO B TEpPUTOpUAIbHOE yripaBieHue PoczapaBHaazopa
1o cyorekty PO u B @enepanbHblil IIEHTP MOHUTOPUHTA 0€30I1aCHOCTH JIEKAPCTBEHHBIX CPECTB
B CPOK: IK-1

A. He nozxe 10 pabouux qHEH ¢ MOMEHTA MOJIy4eHUs HH(OpMaLun

b. He no3nnee 5 pabouux nHel ¢ MOMeHTa oay4yeHHs HHGopMaluu

B. He no3nnee 15 pabounx 1Hel ¢ MOMEHTa MOIy4eHUs HH(OpManuu

I'. B Teuenue 1 paboyero IHS ¢ MOMEHTA MOJIy4YeHUs] HH(OpMAIH

2.16 O cepbe3HBIX HeTpenBUACHHBIX Mogo03peBaeMbix HIIP, BEISIBICHHBIX 32 pyOexkoM,
PEKOMEHTyeTCsl COOOIIATh B CPOK: IK-1
A. He no3xe 10 qHeii ¢ MOMeHTa NOTy4YeHUs: HHPOPMAIUY;
b. B Teuenue 1 paGouero Hs ¢ MOMEHTA MOJIy4YeHUs] MHQOpMAIH
B. He no3nnee 5 pabouux AHel ¢ MOMEHTa NOTy4yeHUs: HHPOpMaIuu
I'. Bce oTBeTHI HepaBUIIbHBIE
2.17 B nepBble 2 ros1a mocie MeXIyHapoaHo# naTel poxkaenus JIC nepuoandeckuil 0T4eT mo
0€30I1aCHOCTH MPEICTABIAETC: I1K-1
A. Kaxneie 6 mecsies
b. Kaxnpie 3 mecsma
B. Kaxnaslii rog
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I'. Kaxxnpiii Mecsin

2.18 Kakwue Mepbl MOTYT OBITh IPUHSATHI B CBSI3H ¢ ITpobiemamu 6e3onacHoctu JIC: [1K-1
A. OT3bIB MJIM IPUOCTAHOBKA JIEHCTBUS perucTpaluu
b. [IpnocTaHoBKa KIMHUYECKUX UCCIEIOBAaHUI
B. N3meHeHne 103upoBOK
I'. Bce oTBETHI BEpHBI

2.19 OCHOBHO LIENTBIO KOHTPOJIBHO-pa3peIuTEIbHON cucTeMbl PD sBiisercs: IK-1
A. KoHTpoJIb KauecTBa JIEKAPCTBEHHBIX CPEICTB
b. JIunier3upoBanue GpapManeBTHISCKON NEATEILHOCTH U TPOU3BOJICTBA JIEKAPCTBEHHBIX
CpeicTB
B. 3amuTa motpedureneil OT HETaTHBHBIX MOCJIEACTBUN IPUMEHEHUS JIGKAPCTBEHHBIX
CPEJICTB, CBSI3aHHBIX C HEIOCTATOYHON M3yUYEeHHOCTHIO HA JTAle pa3peiieHus u
BHEJIPCHUS B MIPAKTHUKY, BEITYCKOM U BBO30M B CTpaHy HEAOOPOKaYECTBEHHON
NPOAYKIMH, HAPYIICHUSIMUA YCIOBUN XPaHECHUS U peaTu3aIiu
I". IIpoBeneHue MPOBEPOK CYObEKTaMU OOpaIlCHUS JICKAPCTBEHHBIX CPEICTB MPABHIT
1a00paTOPHON M KIIMHUYECKON TIPAKTHKU

2.20 KonTponbHO-pa3pemurensHas cucrema P® Oblia co31aHa Ha OCHOBaHHUH MPUKa3a:

TIK-1
A. Ne 61-D3 ot 12.04.2010 1.
B. Ne 149 ot 28.06.1993 .
B.Ne 323-®3 o1 21.11.2011 .
I'. Ne 2300-1 o1 07.02.1992 1.
2.21 OCHOBHBIMH pa3jiellaMy PETUCTPAIIMOHHOTO J0ChE SBIISIFOTCS [1K-2

A. KauectBO

b. KonnuecTBeHHOE OmNpeieieHne
B. DddextuBHOCTH

I'. bezonacHocTh

J1. Banunparust

E. Pe3tome nocwe

2.22 TlpaBoBOii OCHOBOW TPOBEICHHS KIMHUYECKUX HCIBITAHUN JIEKapCTBEHHOTO MperapaTa
SIBIISIETCS: I1K-2, TTK-9

A. Tlpuka3 Ne 149 ot 28.06.1993 r.

b. [Tocranosnenue I[IpaButensctBa PO N 1081 ot 22.12.2011 r.

B. ®enepanbubiii 3akoH PO Ne 61-D3 ot 12.04.2010 1.

I'. ®enepanbbiii 3akoH N 184-03 ot 27.12.2002 1.

2.23 BepHo nu yTBepkaeHue, uto corimacHo @3 Ne 61 mposenenne sxcneptusbl JIC B pamkax
rOCYJapCTBEHHON peructpanuu Bo3noxeHo Ha PI'BY «HayuHelil HEHTp 3KCIEPTU3BI CPEICTB

MEIUIUHCKOTO TIPUMEHEHHUS». [1K-2
A. Bepno
b. Hesepno
2.24 YcTaHOBUTE COOTBETCTBUE (OTBET IpezcTaBbTe B popmate 1-b; 2-B u 1.1.): I1K-11

1. JlekapcTBeHHOE CPEICTBO, COMPOBOKIAEMOE JIOKHON HH(POPMAITUEH O ero
coCTaBe  (WJIK) MPOU3BOAUTEIIE

2. JlekapCTBEHHOE CPENCTBO, HE COOTBETCTBYIOIIEE TPEOOBAHUSIM
dbapmakormnelHoil cTaTh MO0 B CIydae ee OTCYTCTBHUS TPEOOBAHUAM
HOPMATHBHOM JTOKYMEHTAIIUH UM HOPMATUBHOTO JIOKYMEHTA
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3. JlekapcTBEHHOE CPENICTBO, HAXOAIIEECs B 000POTE ¢ HApYLICHUEM
IPaXXAAHCKOTO 3aKOHOATEIbCTBA
A. HennoGpokauecTBeHHOE JIEKapCTBEHHOE CPEJICTBO
b. KonTtpadakTHoe 1ekapCcTBEHHOE CPEICTBO
B. ®anscudunrpoBaHHOe IeKapCTBEHHOE CPEICTBO

2.25 Bribepute Ha3zBanue denepaabHOr0 3aKOHA, PETIIAMEHTUPYIOIETO CePTU(UKAIIHIO,
CTaHIapTU3ALUIO U JIEKJIapUPOBAHHE COOTBETCTBUS MIPOIYKIIMH, B T.4. (papMarieBTUUECKOM:
[TK-1, ITK-2
A. O6 obparieHnt JeKapCTBEHHBIX CPEJICTB
b. O 3amuTe npas norpedureneit
B. O TexHu4YeCKOM peryimpoBaHUuU
I'. O6 ocHOBax oxpaHbl 310pOBbs rpaxkan B Poccuiickoit denepanuu

2.25 CO0OpHUK TOCYJapCTBEHHBIX CTAHAPTOB KaYeCTBA JIEKAPCTBEHHBIX CPEJICTB, UMEIOIINN
3aKOHOJIaTeJIbHBIA XapaKTep - 3TO: ITK-1, TIK-2
A. Crangaptsl cepuu ISO
b. Crannaptet GMP
B. Cranpnaptet GPP
I'. T'ocynapctBennas papmakones

2.27 Otanuus cnenuuKanuy IpeJupusTus oT papMaKkoneHON CTaTbu: [TK-1
A. AnbTepHaTHBHBIE METO/Ibl AaHAIU30B U UCIIBITAHUH JIJIS1 ONIPEAETICHUS
dbapmakonelHbIX TapaMeTpoB
b. Bonee y3kue IOIMYCKH M JUMUTBI IPU OTIPEIesIeHUH (PapMaKONEHHBIX TOKa3aTenen
B. JlononHuTeNnbHBIE UCTIBITAHUS JIJ1S OTIpeieieHusI HepapMaKONEHHBIX XapaKTepHCTUK
(pusmueckue cBOICTBA, TOTOTHUTENLHBIC UCTIBITAHUS HA YUCTOTY U T.I1.)

I'. UckitoueHne win cokpaiieHrne 00beMa HEeKOTOPBIX HCIIBITAHUH, TIPEIyCMOTPEHHBIX
dbapmakoreiHol cTaThen

2.28 OcHOBHBIMH (DYHKIMSIMH CTaHIAPTU3AINH SBIISTFOTCS: [K-1, T1K-2
A. OyHKIMS yIOPAIOYCHUS
b. KommyHukatuBHast pyHKIHS
B. Mndopmarmonnas pyHKIusA
I'. Bce oTBETHI BEpHBI

2.29 JlesTenbHOCTD, HAalIpaBJIEHHAs Ha pa3pabOTKy U YCTaHOBJIEHHE TpeOOBaHUM, HOPM, ITPaBUIL,
XapaKTEPUCTHK KaK 00s3aTeIbHBIX, TAK U PEKOMEH1yeMbIX, 00ecreurBaroIas IpaBo
noTpeOuTeNs Ha NpuoOpeTeHe TOBAPOB HA/IJISKAIIETO Ka4eCcTBa 3a MPUEMIIEMYIO IIEHY, a TaKKe
paBo Ha 6€30MacHOCTh U KOM(OPTHOCTH Tpy/a, ITO: I1K-1

A. Metponorus

b. Perucrpanus

B. MenemxMeHT

I'. Crannapruzanus

2.30 JIokyMeHT, yI0CTOBEPSIOIINNA COOTBETCTBUE BBITYCKAEMOI B 0OpallieHue MPOyKIUU
TpeOOBAHUSIM TEXHUYECKUX PETIaMEHTOB, 3TO: ITK-1, IK-2
A. Cepruduxar
b. 3axirouenue skcnepTusbl KauecTna, 3p(HEeKTUBHOCTH U 0€30MaCHOCTH
B. Jlexmapanus 0 COOTBETCTBUHU
I'. IIpOTOKOJI KOHTPOJIBHBIX UCIIBITAHUI
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2.31 IToATBEPKICHUIO COOTBETCTBUS B (JOpPME ACKJIAPALUU COOTBETCTBHS HE MOJICHKAT:
[1K-1, TIK-2

A. JlexapcTBEHHBIE CPEJICTBA, 3aPETUCTPUPOBAHHBIC B YCTAHOBJICHHOM IOPSIKE U
COCTOSAIINE U3 CMEIIAaHHbBIX WJIM HECMEIIAHHBIX NPOJAYKTOB Ul UCIOIb30BAHUS B
TEpaneBTHUECKUX EIISAX, pac(hacoBaHHBIC B BU/IE JO3UPOBAHHBIX JICKAPCTBEHHBIX (hOPM
WIN B YIAKOBKE JUIsl PO3HUYHOM MPOJaXKH
b. JlekapcTBeHHBIE CpEACTBA, M3TOTOBJICHHBIC B allTEKax IO pererTaM Bpaue, 1o
TpeOOBaHUAM YUPESKICHUN 3]paBOOXPAHEHHUS
B. JlekapcTBeHHBIE CpeAcTBa 6€3 MHAMBUIYATbHON yrakoBkH (in bulk)
I'. Bce oTBETHI BEpHBI

2.32 BepHOo 71 yTBEpXKIAEHUE, YTO ACKIAPUPOBAHUIO TOIICKHUT Kaxaas cepust (mapTus)
JICKapCTBEHHOTO CPEJICTBA, BHIITYCKAEMOT0 B OOpaIieHue: IK-1, TIK-2
A. Bepno
b. Hesepno

2.33 DKCnepuMeHTaIbHOE JOKA3aTeIbCTBO MPUTOAHOCTA METOAUKH (DapMaHaIn3a /sl peIIeHUs
IOCTABJICHHKIX 32714 HA3bIBACTCH: I1K-6, TIK-8

A. Metponorueit

b. IIpaBunbHOCTHIO

I'. Banupnauuei

J. AtTecramueit

2.34 K BanmuaallMOHHBIM XapaKTePUCTHKAM METOANKHU aHallu3a OTHOCSTCS: [TK-6, TIK-8
A. [IpaBunbHOCTH
b. JIunentHocTh
B. IIpenu3noHHOCTh
I'. PobactHOCTD
J1. Bce oTBETHI BEpHBI

2.35 OcHoBHbIMU TipuHIIUTIAMA GMP sBiIsIOTCS: [IK-1, TTIK-2, ITK-9
A. CUCTEMHBIN MOIX0]I K MEHEIKMEHTY
b. B3anMoBBITOTHEIE OTHOIICHHUS C TTOCTaBITUKaAMH
B. [locTostHHOE COBEPIIEHCTBOBAHUE CUCTEMBI KaUe€CTBA
I'. Hapnexarue nmomenieHus, 000py10BaHNuEe U UHKEHEPHBIE TTPOIIECCHI

2.36 K 0CHOBHBIM MPUHITUIIAM MCHE[)KMEHTA KauecTBa, POPMHUPYIOIINM CHCTEMHYIO OCHOBY
ISO 9001, otHOCSTCS: I1K-9
A. OpueHTanus Ha oTpeOuTeNs
b. JIngepcTBO pyKoBOAUTENIEH
B.BoBneuenne pabOTHUKOB
I'. Bce oTBETHI BEpHBI

2.37 CoBpeMeHHasi KOHLENIHs (papMaleBTHUECKOM CHCTEMbI KauecTBa OTPakeHa B:
[K-6, I1K-8, T1IK-9
A. Pykosoactse ICH Q8
b. PykoBoncte ICH Q9
B. PykoBoactse ICH Q10
I'. Her nmpaBHIBbHOTO BapuaHTa OTBETA

2.38 IlpeumymiecTBa MeTo/la MPECCOBAaHUSI TAOJIETOK B Kaius OpoMHUAE MPH TPUTOTOBICHUU
obpasua s MK-criekrpockonuu: I1K-4
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A. BO3MOXHOCTb KOHTPOJISI HaJl KOHIIEHTpaIuen oopasua

b. Bo3moxHOE B3anMOICICTBHE BEIECTBA ¢ aTMOC(HEPHOU BOION U Kaus OpOMHUIOM
B. Yn06cTBO Xpanenus obpasia

I'. OtcyrcTBHE 6ONBIIMHCTBA MEMIAIONIUX TTOJIOC MOTJIOMICHUS

J1. Bce oTBETHI BEpHBI

2.39 K OeCKkOHTaKTHBIM HEPA3pYIIAOIIMM METOJIaM aHall3a JIEKAPCTBEHHBIX CPEACTB
OTHOCSTCS: I1K-4, IIK-6

A. BUK-cniekrpockonus

b. Y®- cnekrpockonus

B. ®otoxonopumerpus

I'. PamaHOBCKast CIEKTPOCKOMUS

J1. Bce oTBeTHI BEpHBI

2.40 Bua CreKTpOCKONHH, B OCHOBE KOTOPOTO JIEKHUT CIOCOOHOCTh HCCIEAYEMBIM CHCTEM B
HEYIPYTrOM pacCcesHUM MOHOXPOMAaTHYECKOTO CBETA! [1K-4
A. BUK-cnekTpockonus

b. Y®-cnekrpockonus
B. PamanoBcCKas CrIeKTpOCKOIIHS
I'. Macc-cniekrpockonus

2.41 OcHOBHBIE IPEUMYIIIECTBA METO/IA CIIEKTPOCKOMIH KOMOUHAIIMOHHOTO paccesHus: [1K-4
A. He tpebyetcst mpoOONoAroToBKa
b. Hepazpymarommii
B. Bo3MOXHOCTB yJalIeHHOTO OECKOHTAKTHOT'O aHAJIN3a
I'. beicTpoTa aHanu3a
J. Bce oTBeTHI BEpHBI

2.42 TlpenmMy1iecTBa MOPTATUBHBIX aHAJTU3ATOPOB! [1K-4
A. PaGora B TOuke ImpuemMa Chipbs
b. Her 3arpsi3Henust npoOsl
B. Ilpocras nHTEpHIpETaNNs JAHHBIX
I'. Bce oTBeTHI BEpHBI

2.43 TIpaBWIIBHOCTB PE3yJIbTATOB U3MEPEHUIA: IK-1, T1K-2
A. Pe3ynbrar cpaBHEHUS U3MEPSEMOI BETMUMHBI C OJIM3KON K HEW BETMYUHOM,
BOCIIPOU3BOAUMOM MEPOH
b. XapakTepucTtika KkauecTBa U3MEPEHUN, OTpaskarolasi OJM30CTh K HYJIIO
CHUCTEMATUYECKUX MOTPEIIHOCTEN pe3ysibTaTa
B. Omnpenensiercst 0:11M30CTh CpeIHET0 3HAYEHUS PE3yJIbTaTOB IOBTOPHBIX U3MEPEHUH K
UCTUHHOMY (IEHCTBUTEILHOMY) 3HAUEHUIO H3MEPSEMOI BETMUHUHBI
r."B"+"B"

J1. Bce oTBEeTHI BEpHBI

2.44 K mepaM OTHOCSTCS: IK-1, TIK-
2

A. DTanonsl GpU3NYECKUX BEIUUUH

b. CrangaptHbie 00pa3iibl BEIIECTB U MaTEPHATIOB

B. Bce oTBeThI BEpHBI
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2.45 CrangapTHBIN 0Opasel- 3To: I1K-1, TIIK-2
A. CnermmanpHOo 0(hOpMIICHHBIN 00paser] BEIecTBa WM MaTeprualia ¢ METPOJIOTUYECKH
aTTECTOBAaHHBIMH 3HAYEHUSMH HEKOTOPBIX CBOMCTB
b. KonTposibHBIN MaTepuan, NoJy4eHHbIA U3 OpraHa MpOBOJISIIETO BHEIIHUNA KOHTPOJIb
Ka4eCTBa U3MEPEHUI
B. IIpo6a Guomarepuaia ¢ TOYHO ONpeeNIEHHBIMU [TapaMeTpaMu
I'. Bce oTBETHI BEpHBI

2.46 llpu KONMMYECTBEHHOM OIPEACICHUN JIEKAPCTBCHHBIX BEHIECTB B PACTBOpPaX METOJOM
pedpakToOMeTpUH pacueT KOHIIEHTPAIIMH MOYKHO ITPOBECTH 11O BEJIMYUHE: [TK-1, TIK-2

A. Y enpHOro BpalieHus BelecTBa

b. [Inomaneit OCHOBHBIX TUKOB y UCHIBITYEMOI'O U CTAaHIAPTHOT'O PACTBOPOB

B. Y nenpHOro nokasaress CBETONOINIONICHUS

I'. [Toxazarens peIOMIICHUS UCIIBITYEMOIO pacTBOpa

2.47 Ha 3HaueHUs 1OKa3aTelIs MPEIOMIICHUS BIHUSIOT (DaKTOPHI: ITK-1, T1IK-2
A. Ilpupona Bemecta
b. KoHuenrpanus pactsopa
B.IIpupona pactBopuresns
I'. Temneparypa
J1. Bce oTBETHI BEpHBI

2.48 B cnektpooTOMETpUIECKOM METOJIE HE HCIIOJIB3YIOT CIOCOOBI PAacyeTOB COJCPIKAHUS
BEIIECTBA: IIK-1, TIK-2, TIK-4
A. Tlo pa3HOCTH ONTHYECKOW IUIOTHOCTHIO CTAaHIAPTHOTO BEHICCTBA M ONTHYCCKOM
IUIOTHOCTHU UCCJIEyeMOTO BEIIECTBA B PACTBOPE
b. ITo kanmuOpoBoYHOMY TpadUKy C HCIOIH30BAaHHEM CTAHAAPTHOTO PACTBOPY BEIIECTBA
B. o ynenpHOMY NOKa3aTEINIO MOTIOMIECHUS
I'. ITo MosIApHOMY MTOKA3aTEII0 MOTJIOIEHUS

2.49 BenmuunHa CBETONPOITYCKAaHHS B CIIEKTPO(POTOMETPUH BBIPAYKACTCS: [IK-4
A. B HanomMeTpax
b. B Ge3pa3mepHoii BenuurHe
B. B npornienTax
I'. Her npaBHIBHOIO BapuaHTa OTBETA

2.50 CriekTpooTOMETPpUISCKUI METOI HCITOJIB3yeTCS: [1K-4
A. Jlns onpeeneHus Moka3aTels MPeToMIICHUS CBETa UCCIeNYEMbIM BEIIECTBOM
E. I[J'ISI I/I}IGHTI/I(l)I/IKaHI/H/I COGI[I/IH@HI/Iﬁ nu Ol'IpeI[eJ'IGHI/ISI KOJIMYCCTBCHHOI'O COI[Gp)KaHI/ISI
AHATM3UPYEMBIX BEIIECTB WJIM KOMIIOHEHTOB CMECH
B. [lns onipenenenust IIOTHOCTH BENIECTBA
. lns onpeseneHus BIQKHOCTH BEIIECTBA

2.51 CornacHo Tpe6oBanusm ['® Xl xpaneHue gekapCcTBEHHBIX CPEACTB, YyBCTBUTENBHBIX K
BJIare, J10JDKHO MPOU3BOANUTHCS B TOMEIIEHUHU C OTHOCUTENBHOM BIaKHOCTHIO Bo3ayxa:  [IK-5
A. He npespimatomieid 60% mpu KOMHaTHOW TeMIIEpaType WM IKBUBAJEHTHOM JABICHUH MApOB
IIpHU IpYyroil TeMneparype
b. He npesbrmatomnieit 50% mpy KOMHAaTHOW TeMIIepaType WK SKBHBAJIEHTHOM JIaBJICHUH IapOB
IIpH JpyToil TeMIieparype
B. He npesbimaronieit 40% npu KOMHaTHOM TEMIEpaType WM SKBUBAJIEHTHOM JaBJICHUH NapOB
IIpU IpYyroil TeMneparype
I'. Her npaBunbHOrO BapraHTa OTBETA
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2.52 Cornacno tpeboBanusim ['® Xl xpaHeHne UMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX MPETapaToB
JIOJKHO TMPOU3BOAUTHLCA MPU TEMIIEPATYPE: IIK-5

A. He Bpimie 20° C

b. He Bemme 10° C

B. He Bpime 8° C

T". Her nmpaBuJIbHOTO BapuaHTa OTBETA

2.53 K 3akoHOMepHOCTSIM O0pa30BaHMS M HAKOIUICHUS JEHCTBYIOLIUX BEIIECTB B PaCTEHUSX
OTHOCSTCS: IK-1
A. ®a3a Bereraiuu pacTCHHIA.
b. ®akTopel BHELIHEN Cpe/bl
B. CBeTOBOI1 U TEIJIOBON PEXUM.
I'. Hanmnyue onmyneHHOCTH B paCTEHUSX.
J1. OGpa3oBaHue B OpraHax pacTeHUN CMOJUCTBIX BEIIECTB

2.54 Tlpu cOope ChIpbs HAJ3EMHBIX OPraHOB MHOTOJICTHHX PACTCHHUN HEOOXOJMMO YUUTHIBATH
OMOJIOTMYECKUE OCOOCHHOCTH PACTECHU IK-1
A. CobuparoT uepes 5 IeT Ha OJHOM B TOM e MECTe.
b. Cobuparot nocine co3peBaHusl 1 00CEMEHEHHUS PacTeHUN
B. CobOwupatot yepe3 1Ba rofia Ha OJTHOM H TOM K€ MECTE.
I'. CobOupatot yamie yeM yepe3 8 — 10 j1eT Ha OJTHOM B TOM KE MECTE.
J1. CoOuparoT eKeroaHo

2.55 Tlpu cbope ChIpbs HAA3EMHOW YaCTH MHOTOJICTHHX M OJHOJICTHHX PACTCHHH yYUTHIBAIOT
OHoJoruvecKre 0COOEHHOCTH: [1K-1
A. YacTp pacTeHUH OCTABIISIOT JJISI CEMEHHOTO BO30OHOBJICHUSI.
b. Cobuparot yepes msTh JIET Ha OJJHOM U TOM KE MECTe.
B. CobGupatot exeromHo.
I'. Cobupatot yepes 8 — 10 jieT Ha OJHOM U TOM KE MECTe
. Cobuparot uepes 2 — 3 rojia Ha OJTHOM U TOM K€ MECTe

2.56 TTog3emHbIe OpraHbl TIEKApPCTBEHHBIX PACTEHHI 3ar0TaBIMBAIOT: [K-1
A. Panneit BecHOM
b. Jlerom
B. 3umoit
I'. Bo Bpemst OyToHu3auuu
J1. OceHblo, KOrzia HaA3eMHBIE YaCTU PACTEHUHN YBSUIN

2.57 [Ipu oOHapy>KEHUU TIIECEHU ¥ THUJIM BO BPEMsI BHEIITHETO OCMOTpa MapTUS ChIPbS:
ITIK-1, TIK-6, I1K-8

A. JlomkHa OBITh pacCCOPTUPOBAHA, IMOCJIE YeTO BTOPHUYHO MPEAbsIBICHA K CAaUe

b. I[Togexxut npueMke ¢ COOTBETCTBYIOIIEH 3aMMUChIO B «AKTE 0TOOpa CpeIHEH MpoObD»

B. [loanexut mpremMke, mociie 4ero MOXKeT OBbITh OTIIpaBiIeHa Ha (apMalleBTUUECKYIO
(bhabpuKy 7151 TPUTOTOBJICHUS TAJICHOBBIX MPENapaToB

I'. ITomyiesxut npueEMKE C OCIEAYIOMIEN OTIPABKOM ChIPbsl HA XUMUKO-
(dbapmareBTUUeCKHe 3aBOIbI JJIS TIOJTYUYCHHS HHANBUAYaIbHBIX MIPENnapaToB

J1. He noanexxut npueMke

2.58 B cmydae ycTaHOBIEHUSI HEOJHOPOIHOCTHU CBHIPBS IPU BHEUTHEM OCMOTPE MAPTHS CHIPbHSI:
ITK-1, ITK-6, TIK-8
A. Bpakyercs nocie npoBe/IeHUs aHallnu3a
b. [Tognexxut nmpueMke ¢ COOTBETCTBYIOIIEH 3aMMHUChI0 B «AKTE 0TOOpa CpeIHEH MpoObD»
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B. [loanexxut mpreMke, mociie 4ero MOKeT OBbITh OTIIpaBjcHa Ha (hapMalleBTHUECKYIO
(habpuKy 711 TPUTOTOBJICHUS TAJICHOBBIX MpEIapaToB

I'. lomkHa OBITH paccOpPTUPOBAHA, TIOCTIE YEro BTOPUYIHO MPEIbSIBICHA K Cllave.

J1. He nogyexxut npueMke

2.59 B cnyuyae oOHapy)KeHUs B IAPTUU ChIPbs MOBPEXKICHHBIX €AMHUL] IPOYKIIUU:
[1K-1, I1K-6, ITK-8

A. IlpreMKy NOBpPEXAECHHBIX €IUHUIL TPOLYKIIMH POBOJAT OTAEIBHO OT
HEIOBPEXKICHHBIX, BCKPBIBAs KAKAYIO €AUHULLY IPOAYKIIMH.

b. [IpueMKy NOBPEKICHHBIX €AUHUL] IPOLYKLUHU IPOBOIAT OTIAEIBHO OT
HETOBPEKACHHBIX, OTOMpasi BBIOOPKY OT MOBPEKICHHBIX €AUHUIL

B. Best mapTust oiiekuT npueMKe

I'. Best mapTus qomkHa OBITH PACCOPTUPOBAHA, MOCIIE YETO BTOPUYHO

IIpEeIbsABICHA K Clla4e

J1. Bes mapTust He OIIEKUT IIPUEMKE

2.60 Cucrema obecriedeHusi KadecTBa JUIsI MPOHM3BOJCTBA JIGKAPCTBEHHBIX CPEICTB W3
JIEKapCTBEHHOT'O PACTHTEIILHOTO CHIPhSI JOJDKHA TapaHTHPOBATh COOIIOACHUE TIOT0KEHHIA:
I1K-1, I1K-6, TIK-8

A. Tonublii 00beM npoBeeHus (hapMareBTHUECKON pa3paboTKH

b. CooTBeTcTBHE TOMEIIEHHUH U 000PYAOBAaHUS HOPMAaTHBAaM U TPEOOBaHHUAM

B. Brimonnenue HE0OXOIMMOTO KOHTPOJS HMCXOMHOTO CBHIpBS, Hepac(hacoBaHHOW H
IIPOMEKYTOYHOM IIPOYKLIHH

I'. CooTBeTcTBUE PaOOYMX HHCTPYKIMI TEXHOIOTUIECKOMY PEriaMeHTy

J1. Bce oTBeTHI BEpHBI

2.61 Paznen npaBun GMP a5 npousBojCTBa JEKapCTBEHHBIX MPENapaToB U3 JIEKAPCTBEHHOI'O
pacTUTeIbHOTO ChIpbs «KOHTPOJIb KauecTBay BKIIIOYAET B CEOsI: [TK-6, ITK-7, TIK-9

A. KoHTpoJib BHEIIHETO 00CTYKMBaHUS

b. KoHTpons nocrynaromux MaTepruagoB

B. KonTpons npoussonacrea

I'. KoHTpoas peakTuBoB

1. Bepno A, b, B

E. Bce oTBeThI BEpHBI

2.62 Kitacc 4McTOTEI IIOMEIIEHHS — DTO: TIK-1

A. CocTosiHUE MOMEIIEHHSI, B KOTOPOM BCE MH)KEHEPHBIC CUCTEMBI M TEXHUYECKOE
o0opynoBaHue PyHKIIMOHUPYET B PEIKUMAX, COOTBETCTBYIOIIUX TPEOOBAHUSIM
TEXHOJIOTHYECKOTO periiaMeHTa

b. 30HbBI ¢ KOHTPOJIUPYEMO# CPEIOi, HE BXOAIINE B ACENTHYSCKUE TPOU3BOICTBEHHBIE
30HBI

B. Craryc «4ncToii» 30HbI WK «IHCTOTOY» MMOMEIIEHHSI, yCTAaHABIUBAIOIIAN TIPEACIIbI
COJICpKAaHUSI MEXaHHUUECKUX YaCTHI] ONPEACICHHOTO pa3Mepa HiTh KU3HECITIOCOOHBIX
MHUKPOOPraHU3MOB B IBYS BO31yXa

I'. CocrostHre TOMEIIEHHUS, B KOTOPOM BCE HWHIKEHEPHBIE CUCTEMBI U TEXHHUECKOE
000pyI0BaHUE HAXOIATCS B PA0OTAIOIIEM COCTOSIHUH, HO NIEPCOHAT OTCYTCTBYET

2.63Ba)KHOCTH JIEKapPCTBEHHOTO PACTHTEINBHOTO ChIphs onpenenstor:  [1K-1, TTK-6, I[TK-8
A. TutpumeTpudecKu
b. BeicymmBannem npu 50-60°C 10 HOCTOSSHHON MacChl
B. BeicymuBanuem npu 100-105° C 1o nocTosiHHON Macchl
I'. MetonoM AUCTHILISAIIMNA
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2.64 MexyHapOHBIM CTaHAAPTOM, PETIIAMEHTHPYIOLIUM KYJIbTYpPY U 3aTOTOBKY
JIEKapCTBEHHBIX PACTCHUH, SIBJIACTCS: [TK-1, TIK-9
A. GCP
b. GLP
B. GACP
I'. GPP

2.65 [IpenmytiecTBa 3ar0TOBKH JIEKAPCTBEHHOTO CHIPhS KYJIbTUBHUPYEMBIX PACTCHHIA MTEPe]T
cOOpOM Ha IMKUX 3apPOCIIAX: IK-1
A. CoxpaHeHue NpUPOJAHBIX MOMYJISIIIUNA JIEKAPCTBEHHBIX PACTCHUI
b. YBenuuenue ypoxaifHOCTH 3a CUET arpOTEXHUKHU U CEeNIEKIIUU
B. He3aBucumocTh 00beMa 3aroTOBOK OT CPOKOB BOCCTaHOBIICHUS 3apOciieit
I'. Bce oTBeTHI BEpHBI

2.66 3arotaBiMBarOTCS TOJIBKO OT TUKOPACTYIIUX PACTCHHM: IK-1
A. Kananxos nepucroe
b. Msra nepeunas
B. be3BpeMeHHUK BETUKOIEITHBIN
I'. T'open nTrumni
J1. Het npaBuiibHOTO BapraHTa OTBETA

2.67 ['pymribl IeKapCTBEHHBIX pacTEHUI, BBEICHHBIE B KYJIbTYpY Ha Tepputopun PO:  TIK-1
A. OTeyecTBEHHBIE JIEKAPCTBEHHBIC PACTEHUS, JAIOIINE KPYTHOTOHHAXKHOE ChIPHE
b. JIekapcTBeHHbIE pacTeHMsI C OOJIBIINM apeaioM, 00pa3yrolIe KpyIHbIE 3apOCIU
B. Ho3emHbIe pacTeHus, HE UMEIOIIKE aHAIOTOB BO (uiope Poccun
I'. JlekapcTBeHHBIE PACTEHUS C OTPAHUYEHHBIM APEATIOM WUJIM OTPaHUYEHHBIMU 3allacaMu

2.68 MakpOCKOTMYECKUM aHAITM30M OTPEICIISIIOT: ITK-1, TTIK-6, ITK-8

A. OCHOBHBIE TPU3HAKKA AHATOMHYECKOTO CTPOCHHS PE3aHHOTO M IOPOIIKOOOPa3HOTrO
PacTUTEIBLHOTO ChIPhA

b. Yucrory 1 10OpOKaueCTBEHHOCTh JIEKAPCTBEHHOI'O PACTUTENIBHOTO ChIPbS

B. Crenenp 3apa)keHHOCTH JIEKaPCTBEHHOI'O PACTHTEIBHOIO ChIPbS aMOapHBIMU
BPEIUTEIISIMH.

I'.  IlojyIMHHOCTH JIEKAPCTBEHHOT'O PACTHTEIBHOTO ChIpbS MO MOPQOJIOTHUECKUM
NpU3HAKaM: BHEITHEMY BUJLY, IIBETY, pa3MepaM, a Tak ke 3araxy v BKYCY.

J. Tlo/uIMHHOCTH JIEKAPCTBEHHOI'O CBIPbS B IEJIBHOM, PE3aHHOM, JPOOJIEHHOM,
MOPOITKOOOPa3HOM BH/JIE, B BUJI€ Ta0JIETOK, JIGKAPCTBEHHBIX COOPOB, OPUKETOB, a TAKIKE PE3aHHO
— IPECCOBAHHOTO CHIPBS (THIA TPAHYI).

2.69 MUKpOCKONTMYECKUH aHaINu3 ONpeAeser: [K-1, T1K-6, ITK-8

A. TlonnmuHHOCTH JIEKAPCTBEHHOI'O PACTUTEIBHOTO CBIPhSI M0 BHEIIHEMY BHJY, LIBETY,
pasmepam, TaKKe 3araxy 1 BKycCy.

b. Crenenp 3apa’k€HHOCTH JIEKAPCTBEHHOTO PACTUTENIBHOTO CBIpbs aMOapHBIMU
BPEIUTEIISIMH.

B. Yucroty u 100poKauecTBEHHOCTb JIEKAPCTBEHHOI'O PACTUTEIBHOIO CBIPHSI.

I'. ITogIMHHOCTH JIEKApCTBEHHOTO PACTUTENHLHOTO Ha OCHOBAHUU BBISBJICHUS NPU3HAKOB
AHATOMUYECKOTO CTPOEHHUS

J. TloanuHHOCTH JIEKAPCTBEHHOI'O DPACTHUTEIBHOIO CHIPbS B IIEIBHOM, JAPOOJIEHHOM,
MOPOITKOOOpa3HOM BHUJIE, B BUJIE TaOJIETOK, JIEKAPCTBEHHBIX COOPOB, OPUKETOB, & TAKKE PE3aHO
— IIPECCOBAHHOIO CBHIPbs (THIA TPAHYII)

2.70 JIxoMUHHUCIIEHTHBIHT MUKPOCKOTTTUECKUH aHAIN3 TPUMEHSIETCS: [K-1, T1K-6, TTK-8

A. JIyig u3y4eHHusl TOJICTBIX HEMPO3PAYHBIX CPE30B CYXOr0 PaCTH TEIBHOTO MaTepHAIa.

b. [{nst omHOBpEMEHHOTO N3YUYEHUsI aHATOMUYECKON CTPYKTYPBI 00OBEKTa U XapaKTepa ero
JFOMHHUCHEHIIUH, IPOSBIISS BBICOKYIO UYBCTBUTEIBHOCTD U CIIEUU(UIHOCTD
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B. Jlna BelaeneHus W3 PACTUTEIBHOIO MaTepHalla BEUIECTB, € MOCIEAYIOIUM
IIPOBEJCHUEM Ka4e€CTBEHHBIX PEAKLIUMN.

I' Jlna ycTaHOBIIEHHs IOMJIMHHOCTH JIEKAPCTBEHHOIO PACTUTEIBHOIO CBIPbS C
HCIIOJIb30BAaHUEM IIPOCTEUIINX KAUECTBEHHBIX PEAKIUH.

JA. Jns BelgeneHuss M UACHTU(GUKAIUM OHOJIOIMYECKH AaKTUBHBIX BEIIECTB U3
PacTUTEIBHOTO ChIPbA

2.71 PeakTuBBI JUIsl MUKPOXUMHYECKOTO OOHAPYKEHHUS KICTUATKH: [1K-1, TTIK-6, T1K-8
A. MeTuneHoBbIN CHHUI
b. PactBop Jlroromns
B. Cynan III
I'. Xnopuunnkiios
JI. AMMUa4HbIi pacTBOp OKHUCU MEAU

2.72 PeakTuBbI JUIsI MUKPOXHUMUYECKOTO OOHAPYKEHHS CITU3H: I1K-1, I1K-6, TIK-8
A. CiupTtoBbIii pacTBop MeTuieHoBoro cuHero (1:5000)
b. Cynan III
B. PacTBop XJ10pHa OKHCHOTO Kelie3a — paCTBOP METHIIEHOBOTO CHHETO.
I'. PacTBOp Ty11H, pa3BeieHHOH BO0M B cooTHOIEeHUH 1:10.
J. PactBop ammnaka

2.73 PeakTuBbl 11 MUKPOXUMHUYECKOTO OOHAPYKEHUS OJJPEBECHEBEBILIUX JIEMEHTOB:
ITK-1, ITIK-6, TIK-8
A. Cynan III
b. MeTuneHoBbIi CHHMI
B. ®noporntouuH + KOHUEHTPUPOBAHHAS XJIOPUCTOBOAOPOAHAS KUCTIOTA
I'. PacTBOp anwimHa cyiabdara
J. PactBop Jlroromns

2.74 PeakTuBbI JUIsl MUKPOXUMHUYECKOTO OOHAPYXKEHUS KUPHOTO, 3(YUPHOTO Maces U CMOJL:
I1K-1, T1K-6, TIK-8
A. ®aopormronuH + KOHIEHTPUPOBAHHAS XJIOPUCTOBOAOPOIHAS KUCIIOTA
b. MeTnneHoBbIi CHHUI
B. PactBop JIroromns
I'. Cynan III
. PacTBOp anerara Mmeau

2.75 llenbHBIC JIOXKHBIC TUIOABI, OYHINEHHBIC OT YAICIUCTUKOB W IUIOJOHOXKEK. Dopma
IapOoBUJIHAS, SIUIIEBUIHASL WK TIpojaoiroBaras. JmuHa mo 2,5 cM, nuametp a0 3 cm. [lnoast
TBEp/bIE, XPYIKHE, TOBEPXHOCTh MOPIIMHUCTAasA. HaBepxy Miioa MOXKET HaXOJIUThCS JIUOO
oTBepcTHe, JHO0 MATUYroiibHAas IUIomanKa. L[BeT OT opaHKeBO-KpacHOro A0 TEMHO-
KpacHoro. Bkyc kucno-ciankuii, 06e3 3amaxa. 9to onucanue ceipbst: [1K-1, [TK-6, TTIK-8

A. YepHOI1 CMOpPOIMHBI

b. Kanune! 0OBIKHOBEHHOM
B. [IIunoBHuKa

I'. Ob6nenuxu

J1. PsOnHBI OOBIKHOBEHHOM

2.76 YcoBus CyIIKH IBETKOB HOTOTKOB JIEKAPCTBEHHBIX: [K-1
A. Cymat npu 80-90°C
b. Cymar nipu 40-50°C
B. Cymar nipu 35-40°C
I'. Chipbe HCIIONB3yeTCsl B CBEKEM BHJIE
J1. icKycCTBEHHYIO CYIIKY HE HCIOIB3YIOT

27



2.77 Cnoco0 ompezneneHHs 3amacoB JICKAPCTBEHHOTO ChIPbsS HA KIIIOUEBBIX YYacTKaxX JaeT
BO3MOKHOCTH (vuin ipuMenenue): [TK-1
A. IlpoBecTu NIpPOrHO3MpPOBAHME  3amaca  ChIpbsd JUISl  TEPPUTOPUM  LIEJBIX
a/IMUHUCTPATUBHBIX WU MPUPOJIHO — reorpauuecKkux eMHHULL
b. IlpuMeHeHue Ui pacTeHHUM, UMEIOIIHUX YETKYH0 IPUYPOUYEHHOCTh K OIPEIEICHHBIM
TUIIaM PACTUTEIILHOCTH UJIU K TEM WUJIM UHBIM THUIIAM CEJIbCKOXO03HCTBEHHBIX YrOIUN.
B. Ilpumenenue misg pacTeHU, TOCIOACTBYIOIIMX B TPaBSHOM IIOKPOBE MU MaJlo
MEHSIIOIIUX 10 FoJlaM CBOE OOMJINE U ChIPBEBYIO IPOAYKTUBHOCTh
I'. Opranu3anuio 3aroToBOK Ha HEOOJIBIIONH TEPPUTOPHH
J1. He npumeHaAThs KapTorpaduyeckue u Jieco — U 3eMJIeyCTPOUTENIbHbIE MaTepHaIbl

2.78 OCHOBHBIMA HOPMATHUBHBIMH JIOKYMEHTAMH, PETIAMCHTUPYIOIIUMU IPOBEICHUE
AKCIIEPTHBIX MPOLEAYP B XUMHUKO-TOKCHKOJIOTHYECKUX JTa00paTOPHUsX, SIBIISIOTCS:
[TK-2, ITK-3
A.TE€XHOJIOTMYECKUH pPeriaMeHT, TEXHOJIOTHYECKUE HHCTPYKIUU
b.npasuna GMP, GLP, GSP
B.I'ocynapctBennas papmakornesi, papMakorneiHble CTaTbl, TEXHUUECKUE YCIOBHS
I".npukasel MuHHCTEPCTBA 31PAaBOOXPAHECHUS U COLMAIILHOTO pa3BUTUs PD
JA.TOCT, OCT

1.2.79 Ykaxure OOBCKTHI HWCCIICOBAHHS W3 TPyIa IS MPOBEICHUS CyICOHO-XHUMHUYECKOM
AKCTIEPTU3BI: [1K-2, TIK-3
A.BHYTpEHHHUE OpPTaHbl, KPOBb
b.numieBble NPOAYKTHI, MUTHEBAS BOAA
B.nekapcTBeHHBIE MTpenapaThl, YaCTH PaCTEHUI
I".onexna, BO3Ayx
Jl.mocyna, ObITOBBIC TIPEAMETHI
2.80 VYkaxuTe OOBEKTHl HCCIEAOBAHUS MPU XUMHUKO-TOKCHKOIOTUYECKUX HCCIIEOBAHMSIX B
nabopaTopusix OOJILHUIL U TOKCUKOJIOTHYECKUX IIEHTPOB: IK-2, TIK-3
A.onexia, mUTheBasi BoJa
b. BHyTpeHHUE OpTraHbl TPYIa, PBOTHBIC MACCHI
B.Bo31yX, nuIeBbIe MPOTYKTHI
I'. kpoBB, MOYa
Jl.mocyna, ObITOBBIE MPEAMETHI

2.81 Cornacio I'® P® B JIPC u nexkapCTBEHHBIX PACTUTENbHBIX Ipenaparax OIMpeaessioT
COJZIEPKAHUE CIIEAYIOIINX TSIKEIIBIX METAJIOB: [TK-1, ITIK-2, TIK-6

A. Kagmuii, cBuHeI

b. Amomunnii, xkene3o

B. CBuner, xeje30

I'. Crponuuii, kagmuit

. ConeprkaHue TSHKEIbIX METAJUIOB HE ONPENEISAIOT

2.82 Cornacuo I'd Xl ob0sg3aTensHBIMU TTOKa3aTEIAMH IS olleHKH kadectBa JIII, HE3aBHCHMO
ot JI®, aeasarorcs. I1K-1, TIIK-2

A. «Omucanue»

b. «ITogmuHHOCTD»

B. «KonnuecTBeHHOE ONpeIeTICHUEY

I'. «Mukpobuoioruueckas YucToTa (sl HECTEPUIBHBIX )»

. «CTepunbHOCTDY (IIsI CTEPHIIBHBIX )

E. Bce oTBeThl BEpHBI

K. Bepno A, b, B
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2.83 Yactp ChIpbsl U3 TOBApHOM MapTUH, MpeAHA3HAuUEHHAs AJIs ONpeAeseHUs HOPMAaTHBHBIX
MOKa3aTeJIeH. I1K-1, IIK-2
A. Toueunas ipoba
b. O6benunennas npoda
B. Cpennsist mpoba chIpbs
I'. Yacth 00BeAMHEHHOM MPOOBI TTOCIIE ONPEAeICHUs CPEAHEH TPOOBI.
. AHanuTrdeckas mpoda

2.84 TpeboBaHus K YCIOBHSIM BBO3a JIEKapCTBEHHBIX cpencTB B Poccuiickyio denepanuio u
BbIBO3a JICKApPCTBEHHBIX cpeAcTB U3 Poccuiickoii ®enepanuy U3I0KEHbI B HOPMATHBHOM
JIOKyMEHTE/TOKYMEHTaX MK-7

A. ®3 Ne 61 ot 12.04.2010_

b. 3akononarensctBo P® 0 TamoxeHHOM niesie

B. IIpuka3z Munszapascoupazsutust PO ot 12.02.2007 N 110

I'. IIpuxa3z Munzapascoupassutus PO or 16.05.2011 N 397n

2.85 Pazmen crapmapra GMP s mpom3BOACTBA  JIEKAPCTBEHHBIX —IPEMapaToB M3
JIEKapCTBEHHOT'O PaCTUTENILHOTO ChIpbsi «KOHTPOIIb KauecTBa» BKIIOYAET B ceOsi:
IK-1, T1K-2, TIK-9

A. KoHTpoJib BHEIIHETO 00CTyKUBAHUS

b. KoHnTpouns nocrynaromux MaTepuanoB

B. KonTpons npoussoncrea

I'. KoHTpois peakTuBoB

. Bepuo A, b, B

E. Bce oTBeThI BEpHBI

2.86 OOmme 4YKMCIOBBIC HOPMATHUBHBEIC IMOKA3aTENU, PErJIAMEHTHUPYIONIHNE KadecTBO JIFOOOTOo
JIEKapCTBEHHOT'O PACTUTEIBLHOTO ChIPbSI: ITK-1, T1IK-2
A. BraxxHoCTb.

b. 3onpHOCTB

B. MuHepanbpHas 1 OpraHn4yecKasi IPUMECH.

I'. ODKCTpaKkTHBHBIE WM AEHCTBYIOLINE BELIECTBA.

J1. KonnuecTBeHHOE OnpeesieHne co/iepKaHus JyOUJIbHBIX BEIIECTB

2.87  OpraHonentuyeckue  TpoOBI  JEKAPCTBEHHOTO  PACTUTEIBHOTO  CHIPbSI B
(hapMaKOrHOCTUUECKOM aHaJU3e! [TK-6, TIK-8

A. OnpezienieHHEe BIIa)KHOCTH ChIPbA.
b. Onpenenenue usera chipbsl.

B. Onpenenenne TOKCUYHOCTH CHIPbSL.
I'. Onpenenenuie 3anaxa Cbpbsl.

J1. Omnpenenenre BKyca ChIpbs

2.88 HopmaruBHBIE W YHCIIOBBIC IOKa3aTeNd, pacyeT KOTOPBIX IPOU3BOJIUTCS B HaBECKE
a0COJIFOTHO CYXOTO CHIPbSI: ITK-6, ITK-8

A. JleficTBYyIOIIIME BEILIECTBA.

b. 3ona obmas n HepactBopumas B 10% XJI0pruCTOBOAOPOTHON KUCIIOTE.

B. BnaxHocTb

I'. DKkcTpakTHBHBIE BElllECTBA

. MunepanbHast 1 OpraHuyecKasi IpUMecH

2.89 DKCTpaKTUBHBIMU BEIIECTBAMHU HA3bIBAIOT KOMILIEKC OPraHMYECKHUX BEIIECTB:
I1K-6, TTIK-8
A. U3BnekaeMbIX U3 paCTUTEIBHOTO ChIPhsi OPTaHUYECKUMH PACTBOPUTEISIMU
b. Heoprannyecknx BENIECTB, U3BIEKAEMBIX U3 CBEKE3arOTOBJIEHHOTO ChIPbSl BOJION
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B. Heoprannueckux BEMIECTB, U3BJIEKAEMBIX U3 BBICYLLIEHHOT'O ChIPbs BOAOM
I".Heopranmyeckux BEIIECTB, U3BJICKAEMbIX U3 PACTUTEIBLHOI'O ChIPhsi COOTBETCTBYIOIIUM
pactBopuTeneM, yka3aiHbiM B HJ[

2.90 KonuuecTBO eAWHMI, KOTOPOE CIEAyeT OTOOpaTh IJsl MPOBEPKH COOTBETCTBUS KayecTBa

JIPC tpeboBanusim HJI mpu npuemke 43 TpaHCIOPTHBIX €AMHUI] IPOIYKIIUU B CEPHH:
[1K-6, T1K-8, TIK-9

. BCKpBITh BCE eqUHHULIBI
J1. Het npaBmwiibHOTO BapraHTa OTBETA

2.91 Conepxanue npumeceit B JIPC onpenenstoT B mpooe: ITK-6, ITK-8
A. Toueunoit
Bb. O6benunennoi
B. Ananutnueckoit
I'. Cpennueit
J1. CnennanbHOM
2. 92 KavecTBO JI€KapCTBEHHOT'O PACTUTEIBLHOTO ChIPhS ONPEACIISIOT: [TK-6, ITK-8, T1K-9
A. Ilo conepxanutio mpumecein
b. [To HOpManbHO BIAXKHOCTH M IOCTATOYHOM COZACPKAHHUH JIEHCTBYIOIINX BEIIECTB
B. MukpockonuyeckuMm, MaKpOCKOTMHUYECKHUM, TOBAPOBEAUYECKUM M OHOJIOTUYECKUM
AHAJIU30M.
I'. Ilo 3apaxxeHHOCTH aMOApHBIMU BPEAUTEISIMHU.
J. ITo mopdonornyeckum npru3HaKam, BHELTHEMY BUY, IIBETY, pa3MepaM U T. 1.

2.93 KauecTBO JIEKapCTBEHHOT'0 PacTUTENILHOTO ChIpbs xapakrepusyercs: [IK-6, I1K-8, TTIK-9

A. CooTBeTcTBHEM HCCIEAYEMOT0 00pa3iia HAMMEHOBAHUIO, 10 KOTOPOMY OH HOCTYIIHII

b. HopmasibHON BIIaXXHOCTBIO, JTOCTATOYHBIM COJAEPKAHMEM JIEHCTBYIOLIMX BEIIECTB,
OTCYTCTBHEM IIJIECEHU U BpeUTENEH

B. 1o 0TCYTCTBHUIO HEAOMYCTUMBIX IPUMECEN U NOTTMHHOCTH

I'Ilo CcOOTBeTCTBMIO 4YMCIOBBIX IIOKa3aTelied  HCCIEIYeMOIro  JIEKapCTBEHHOI'O
pacTUTENBHOTO ChIpbst TpeboBanusM H/J

J. Tlo coneprxanuto oOIIeH 30161 U IKCTPAKTUBHBIX BEIIECTB

2.94 TToaMMHHOCTS JICKAPCTBEHHOTO PACTUTEIHLHOTO ChIpbs onpenensercs: [1K-6, [TK-8, TTK-9

A. CooTBeTCTBHEM HCCIEAYEMOT0 0ObEKTa HAMMEHOBAHHIO, 10 KOTOPOMY OH TMOCTYIIHI
Ha aHaIu3

b. Tlpu nomomm MaKpOCKONMMYECKOTO, MHUKPOCKOMHMYECKOTO0 M (PUTOXUMUYECKUX
METOJIOB

B. IIo oTCyTCTBHIO HEAOIIYCTUMBIX IIPUMECEH U MOAMECEN

I'. ITo KONMMYECTBEHHOMY COAEPKAHUIO JCHCTBYIOIIMX BEHIECTB, OTCYTCTBHUIO ILUIECEHU U
BpeUTENEeH

J1. T1o mpOoLIeHTHOMY COJIEPKAHUIO BIQXKHOCTH, 30JIbHOCTH, SKCTPAKTUBHBIX BEILIECTB

2.95130mupoBanno ot npyrux BuaoB JIPC cormacHo I'® X1 xpanst: IK-5
A. Ilnoas! u cemeHa
b. DdupHomacanuHoe coipbe
B. SInoBuToe U CUIBHOACUCTBYIOLIEE CHIPHE
I'. Coipbe, conepikaliiee )KUPHOE Maciio
. JIPC XpaHsaT COBMECTHO
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2.96 BepHo 5 yTBepiKIEHHE, YTO B COOTBETCTBHH C TPEOOBAHHUSAMHU BEAYIIHUX 3apyOEKHBIX
dapmakorield  ¢dapMakonelHble CTaHAAPTHBIE OO0pa3lbl PACTUTEIHLHOTO MPOUCXOKICHHUS
MOJIPA3JICNIIOTCS Ha IEPBUYHBIC U BTOPUYHBIC CTAHIAPTHBIE 00pa3IIb:

[1K-6, T1K-8, TIK-9

A. Bepno
b. Hesepuo

2.97 HanpayieHHs] CUCTEMBbI 00CCTICUCHHS KauecTBa: I1K-9, T1K-10

A. BuyTpeHHuii ayaut

b. Koppektupyroiue 1 npeaynpexaromue 1eicTBus

B. YnpaBnenust uaMeHeHusIMuU

I'. Ananu3 cucrembl oOecrieueHusl Ka4yecTBa B YaCTH COOJIIOJICHUS! TEXHOJIOTUYECKOTO
periaameHTa, BeJIeHUs TOKyMEHTaluU, paboThI C )Kano0amMu U 0T3bIBa OpaKOBaHHON
MPOAYKLHUH

. Bepuo b, B, T’

E. Bce oTtBeThI BEpHBI

2.98 Cucrema oOecredyeHnss KadecTBa U1 IIpOU3BOACTBA JICKAPCTBCHHBIX CPCIACTB U3
JICKAPCTBCHHOT'O PACTUTCIIBHOI'O ChIPbA JOJI’KHA IrapaHTHUPOBATh CO6JIIOI[CHI/IC MOJIOKCHHUH

I1K-6, I1K-8, TIK-9
A. TlonHbrii 00beM TIpOBeICHUS (papMaIleBTUIECKON pa3paboTKu
b. CooTBeTcTBUE MOMEIIEHUH U 000PYAOBAaHUS HOPMaTHBAM U TPEOOBaHUAM
B. BrimonHenne HeOOXOIUMOTO KOHTPOJISI MCXOJHOTO CHIPhs, Hepac(hacoBaHHOH U
IIPOMEKYTOUHON MPOAYKLIUU
I'. CooTBeTcTBHE pabOYNX HHCTPYKIMH TEXHOJIOTHIECKOMY PETJIAMEHTY
J. Bce oTBeTHI BEpHBI

2.99 IIpu TerIoBoi CyIIKe ChIpbs, COAEPIKAIIEro ApUpHbIE Macia, CylaT Ipyu TemIeparype:

2.2

TK-1
A. 40 -50°C
B. 50 - 60°C
B.80-90°C
I.55-60°C
.20 -30°C

Temamuka KOHMPOsbHbLIX 80MPOCOB 20cydapcmeeHHOol umo2oeoli

ammecmayuu

2.2.1 KoMIIIeKCHBIH XapakTep OIIeHKH KauecTBa JIEKaPCTBEHHBIX CPE/ICTB

TK-1, TIK-2, TIK-4, TTK-6

2.2.2 HpI/I‘-II/IHBI, NpUBOAAIINEC K HU3MCHCHHUIO CTPYKTYPbBI M Ka4CCTBa JICKAPCTBCHHOI'O BCHIICCTBA.

lapanTHiiHBIE M TPEIENBHBIN CPOK T'OTHOCTH JICKAPCTBEHHOT'O BEIIeCTBA. MeTOIbl YCTaHOBJICHHUS
CpOKa TOAHOCTH IIK-1, TIK-2

2.2.3 CoBpemeHHble TpeOOBaHUS K XUMHYECKOH nabopatopuu. PaunonanmbHOoe — 0OopynoBaHue

pa60qer0 MECTa B XMMHYCCKOH na6opaTopI/m. OCHOBHOE€ M BCIIOMOTaTeIbHOE na6opaT0pHoe

obopynoBaHue I1K-4

2.2.4 dapmakorieifHple WCIBITAHUS Ha TpuUMecH (aMMOHUM, XJIOpuibl, cynbdarel). MeTomuku
BBITIOJIHEHUS MCIIBITAHUI TIK-1, IIK-2

2.2.5 KucnoTHO-OCHOBHBIE peakIMiM B HEBOJHBIX PACTBOPHUTENSX, BapwaHThl THTpoBanus JIC, B
3aBUCHMOCTH OT UX XHUMHUYECKUX CBOMCTB IIK-1, IIK-2, TIK-4

2.2.6 Opranuzanus KoHTposs kadecTBa JIC B CTPYyKTYPHBIX HPOHM3BOACTBEHHBIX MO Ipa3ieeHusIX
anTtek, (papmaleBTHYECKHX 3aBOAOB, (adpHk [1K-6
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2.2.7 BHyTpuanTeuHbli aHaIN3 UHBEKIIMOHHBIX U 0(TaTbMOIIOTHYECKUX PACTBOPOB, TJIA3HBIX Karlellb
" Maseil. I1K-6

2.2.8 Banupanus METOAMK KayeCTBEHHOTO M KOJIMYECTBEHHOTO aHanmn3a. OCHOBHBIC BallMJAL[IOHHEIC
XapAKTEPUCTUKU U UX ONPEICIICHUE [K-1, TIK-2

2.2.9 HUK-cmextpockonus. AHamuTHdeckas oOnacTe JIMH BONH. JloKas3aTenbcTBa IMOIJIMHHOCTH,
YHUCTOTHI IIK-1, IIK-2, TTIK-4

2.2.10 dapManeBTHYECKUI aHANN3 HAa PA3IMYHBIX dTanax XHU3HEHHOTO IMKJIa Iperapara.
IK-1, TTK-2

2.2.11 Opranmzanus koHTpolnsi kadectBa JIC B CTPYKTYPHBIX MPOHM3BOJCTBEHHBIX MOJPA3JICICHUSIX

anTek, (papmaleBTHYECKHX 3aBOA0OB, (abpuk. OTIeNbl KOHTPOIS KauecTBa.
IK-1,ITK-4,I1K-6

2.2.12 TpeboBanus oOmux (apmakoneiinpix crareii I'd XIII Kk MeromaM KOHTpOJII KadyecTBa
JIEKapCTBEHHBIX (popM (TabaeTku, Ma3H U T.1.). IK-1

2.2.13 CoBpemeHHBIE Hepa3pylIalOIIMe METOAbl  dKcmpecc-aHanm3a. bUK-cmekrpockomus.
PamanoBckas criektpockonus. OCHOBBI METOJOB, BO3MOKHOCTH ITPUMEHEHUS, IPUOOPBI.

[K-1,IIK-4
2.2.14 TlorenumoMeTpuueckoe TurpoBanue B ananuse JIC. OcHOBBI MeTO/a, UCIIOIb3yeMble TPHOOPHI
I1K-1,ITK-4,I1K-6

2.2.15 BricokoaddextuBHas xuakocTHas xpomaTorpadus. OCHOBBI METOAA, IPUOOPHI, UCIIOIB30BAHIE

B aHAJIU3€ JICKAPCTBECHHBIX CPEACTB U UX CTaHAAPTU3AIUH.
IK-1,ITK-2,I[1K-4

2.2.16 Banupanus METOOUK KadeCTBEHHOIO M KOJIMYECTBEHHOIO aHain3a. OCHOBHbBIE BAINAALMOHHBIE
XapaKTEPUCTUKU U UX ONPEICIICHUE IK-1,ITK-2,[T1K-4

2217 Xpomatorpadus. OOmias xapakTepucTUka MeTojga. Buabl xpomarorpadumu.
XpoMarorpaMma u xpoMarorpaguieckue mapaMeTphl: UK, BpeMs YACPKUBAHUS, BpEeMs
yIEpPKUBAaHUSI ~ HECOPOMPYIOUIErocss  BellecTBa, KOA(M(UIMEHT  pachpeeeHus,

OTHOCHUTEIIbHOE BpeMsl yaepKuBaHusi, 3p(EeKTUBHOCTh XPOMATOrpapuuecKOi CUCTEMBI.
TK-1,1TK-2,[TK-4, [TK-6
2.2.18 Cnekrpodoromerpusi B YO u Buaumoil obmnactsax. OOmias xapakTepucTUKa METOJa,
OCHOBHBIC  YacTh  npuOopoB. HWaeHTHUUKAIUS W ONpPEICIICHUE  YHUCTOTHI
dapmaneBTuueckux cyOctanmuii. CrnocoObl pacueTa CoJep:KaHWsS aHaTU3UPYEMBIX
BEILIECTB MPHU KOJIMYECTBEHHOM aHAJIU3E. IK-1,ITK-2,I1K-4, TTK-6 2.3.
2.2.19 IlnotHocts. OOMACTh MPUMEHEHHUS W XapaKTepUCTHKa (apMaKONEWHBIX METOJIOB.
HNuTepnperanus pe3yibTaToB. [TK-1,ITK-2,ITK-4, TIK-6
2.2.20 ®apmakorieiiHble UCTIBITAHUS Ha MpUMeECH (Kanblus, CyIb(GaThl, TSHKEIble METaJUIbl).
MeToauKy BEITIOTHESHUS UCIIBLITAHUM. ITK-1,I11K-2,IIK-4, TIK-6
2.2.21 OmnpeneneHue a30Ta B OPraHUYECKUX COSAMHEHUAX MeToAoM Kbenpaans.
TK-1,TTK-2,[TK-4, TTK-6
2.2.22 Xpomarorpadguss B TOHKOM cioe copOeHta. OOmias xapakTepUCTHKAa METOAa.
Hcnonb3yemble  MIACTUHKWA.  Pa3HOBHIHOCTM  METOAWK  BBIMOJTHCHHS — aHAIN3A.
Wurtepnperanust  pe3ynpTaToB  XpomartorpadupoBaHHsl TpU  Ka4eCTBEHHOM U
KOJIMYECTBCHHOM aHaJIu3e. ITK-1,ITK-2,ITK-4, TIK-6
2.2.23 PactBOpeHHe i TBEPABIX JIO3UPOBAHHBIX JIEKAPCTBEHHBIX (GOpM. Y CIOBHS
MIPOBE/ICHUSI HCIBITAHUA METOJOM «Bpallarmasics Kop3uHka». Cpena pacTBOPEHUSI.
Meroauku 1 u 2. UnTepnperauus pe3yiabTaToB. IK-1,ITK-2,ITK-4, TIK-6
2.2.24 PacnamaeMocTh TaOJETOK W Karcyl. XapaKTepUCTHKa HCIBITAaHUSA. YCTPOHCTBO
npubopa. MeTouKa BRIMOTHEHUS onpeeneHus. MiHTepnperaius pe3yabTaToB.
TK-1,TTK-2,ITK-4, TIK-6
2.2.25 Buaumple MeXaHWYECKHE BKIIOYEHHS B  JIGKAPCTBEHHBIX (opmax  ais
MapeHTEePATLHOTO TPUMEHEHUS M TIa3HBIX JIEKAPCTBEHHBIX (opmax.  HMHTepnperarus

pe3yJIbTaTOB. MNK-1,IT1K-2,ITK-4, ITK-6
2.2.26 TlpaBuma cOopa, TEpBUYHON OOpaOOTKH, CYIIKH W XpAaHEHHS JIEKAPCTBEHHOTO
PacTUTENBHOTO CHIPhs I1K-4

2.2.27 Opranu3anusi TPUEMKH, XPaHEHHS U OTITYCKa JIEKAPCTBEHHOTO PACTUTEIHLHOTO CHIPhS
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U JICKapCTBEHHBIX IIPENapaToB U3 HETO [1K-4
2.2.28 Opranu3zanusi CACTEMbI KOHTPOJISI KaueCTBa JICKAPCTBEHHOTO PACTUTEIIBHOTO CHIPhS B
anTeuHOM cIyKOe IIK-1, IIK-2, IIK-3, TIK-4
2.2.29 Oco0eHHOCTH JKCIpecc-aHalli3a aHajau3a JICKAPCTBEHHOTO PACTUTEIBHOTO CHIPHSI.
Omnpenenenne ocHOBHBIX Ipynin BAB siekapcTBEHHBIX pacTeHUI

[1K-1, ITIK-2, TIK-3, T1IK-4
2.2.30 TOKCHKOJIOTHYECKHE aCTIEKThI (PapMaKOTHOCTUYECKOTO aHAIN3a I1K-3
2.2.31 Ananutuyeckoe oOecrieueHUE KayecTBa JIEKAPCTBEHHOTO PACTUTEIBHOIO CHIPbS U
JICKaPCTBEHHBIX CPEJICTB PACTUTEIHLHOTO TIPOUCXOXKICHUSI B COOTBETCTBUU C TPEOOBAHUSIMU

MEXIYHApOAHBIX U HAIIMOHAJIBbHBIX CTAHIaPTOB I1K-1, IIK-2
2.2.32 Ananu3 JIeKapCTBEHHOT'O PACTUTEILHOTO CHIPhS PA3IMYHBIX MOP(OIOTHIECKUX TPYIIIT
B cootBeTcTBUE ¢ TpeboBanusmu ['D XIII uzganus I1K-1, I1K-2, I1K-3, IIK-4

2.2.33 TpeOoBaHusl K OpraHMU3alMU MPOU3BOJICTBA U KOHTPOJIIO KayeCTBA JICKAPCTBEHHBIX
CPE/ICTB M3 JICKAPCTBEHHOT'O PACTUTEIBHOTO CHIPbsi B COOTBETCTBHE C mpaBuiamMu GMP u

3aKOHOJATEeIbHBIMU akTamMu P® IIK-1, IIK-2, TIK-3, TIK-4
2.2.34 TlpaBwia XpaHEHHUS JICKAPCTBEHHOI'O PACTUTEIBLHOTO CHIPhS B (DapMaleBTHUYECKUX
OpraHU3aALUAX IIK-1

2.2.35 JlaboparopHas sKcriepTH3a KauecTBa JEKaPCTBEHHBIX PACTUTEIbHBIX MPENapaToB
[K-1, ITK-2, TIK-4
2.2.36 KoHTpomb KauecTBa JIEKapCTBEHHOTO PACTUTENIBHOTO CBHIPhS, COACPKAILIETO

MOJIMCaxapu bl TIK-1, IIK-2, I1K-4
2.2.37 OcoOEHHOCTH METOJIOB OIICHKH KaueCcTBa JIEKAPCTBEHHBIX PACTHTEIILHBIX IPEIapaToB,
CcoAEpKaIINX CEPICUHbIEC TTTUKO3U/IbI IIK-1, IIK-2, TIK-3, TIK-4

2.2.38 TocynmapcTBeHHBIE CTaHIapTHbIE O0pasipl, paboune cTaHAapTHBIE O0paslbl U
CTaHJApTHBIE 00pa3Ibl BEIIECTB-CBUJCTEICH B aHAIM3€ JIEKAPCTBEHHBIX PACTUTEIBHBIX
IpenaparoB ITK-1, TTIK-2

2.2.39 ®apMaKOrHOCTHYECKHH aHAIIN3 B yCIOBUAX (papmaneBTuueckux opranmzanuid [1K-1
2.2.40 IlpumeHeHue MeTONOB (hapMAaKOIHOCTHYECKOIO aHalu3a JJIsi KOHTPOJS YHUCTOTHI
JEKapCTBEHHOTO  PACTUTEIBHOTO  CBHIPhS. THIIBI  TIpUMecell K  JIEKapCTBEHHOMY
pacTuTenbHOMY ChIpbio cornacHo I'd XlI| IK-1, T1K-2
2.2.41 Dkcmpecc-MeTobl B (hapMaKOrHOCTHYECKOM aHain3e. J{ocTOMHCTBa, BO3SMOKHOCTH U
OTPaHUYEHUSI METOJIOB [K-1, TIK-2

2.2.42 TpeOoBaHUs K Ka4eCTBY JICKAPCTBEHHOTO PACTUTEIHHOTO CHIphs coriacHo I'D PO u
UHBIX 3apyOeKHBIX (papmakorei [K-1, T1K-2, TIK-3, [1K-4
2.2.43 TlpuHnWmIBl OIEHKH KayecTBa IPOM3BOJCTBA  (BBIPAIMBAHUSA, 3arOTOBKH,
nepepadOTKK)  JIEKAPCTBEHHOTO  PAaCTUTENBHOTO  ChIpbs  (COTJIAaCHO  COBPEMEHHBIM

MEX1TyHapOJIHBIM TPEOOBAHUSAM) [IK-1, TIK-2, TIK-4
2.2.44 Tlpupoaa u xapakrep npuMeceil K JIeKapCTBEHHOMY PACTUTEIILHOMY ChIPBIO

[1K-1, T1K-2
2.2.45 MuxkpoOHOIOTHYEeCKUH KOHTPOJIb JIEKAPCTBEHHOTO ChIPbsS PACTUTENBHOIO U
JKUBOTHOTO TPOUCXOKICHUS [IK-1, T1K-2, T1K-4

2.246  Dxojoruyeckas  0€30HMacHOCTb  JIEKAPCTBEHHOT'O  PACTUTENBHOTO  CHIPBS.
HopMmupoBanue u ucrouHuku TokcukaHToB B JIPC, coBeprieHcTBOBaHME M YHH(PHUKALUSA
METOJIOB aHAJIN3a KCCHOOMOTHUKOB IIK-1, TIK-2, T1K-4
2.2.47 30HBI XpaHEHUs JIEKAPCTBEHHOTO PACTHTEIBHOTO CHIPbS B COOTBETCTBHE C
TpeOOBaHUSAMU JICHCTBYIOIIENH HOPMATUBHON JOKYMEHTAIIUN I1K-1, T1K-2
2.2.48 Ot00op mpo0 HCXOMHOTO CHIPbS W YIMAKOBOYHBIX MAaTEPHUAIIOB B COOTBETCTBHE C
tpeboBanusimu GMP [TK-1, ITK-2
2.2.49 TlpumecH K JIEKapCTBEHHOMY PAaCTHUTEIBHOMY ChIpbIO. Kitaccudukamnms mpumecei,
CHOcoO0BI OTpeieNieHus coraacHo jeiictpytomemMy uznanuto '@ PO TIK-1, [1K-2, TTK-4
2.2.50 Criermndukanymy Ha UCXOIHOE JICKAPCTBEHHOE PACTHTEIBHOE CHIPbE IS MOTydEHUS
JeKapCTBeHHbIX cpelacTB. Jlocke mpeanpusTus (MPOU3BOACTBEHHOIO y4yacTKa) II0
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HpOI/I3BO,Z[CTBy HeKapCTBCHHBIX Cpe,Z[CTB Ha OCHOBC paCTI/ITeHBHOFO CI:IpBSI

IIK-1, T1K-2, T1IK-3, [IK-4
2.251 Tokcukomorudeckass JKCIEpPTH3a JICKAPCTBEHHBIX PACTCHHA ¥ CPEICTB
PaCTHTEIBLHOTO MPOUCXOXKACHHS. DKCIPECC-METO bl ONPEACICHUs OTACIbHBIX Tpymn BAB,
00J1a1aI0IINX TOKCUYECKHUM JEHCTBUEM. I1K-3

3K3CIM€HGL{UOHHbI€ 6U.ﬂ€mbl
buier 1

1.IlpuyuHel, 0pUBOINAIMIME K HW3MEHEHUIO CTPYKTYphl M KadecTBa JIEKAPCTBEHHOTO BEIECTBA.
T'apanTuiiHble ¥ NpeAeTbHBI CPOK TOOHOCTH JIEKAPCTBEHHOI'O BEIIECTBA. METOAbl YCTAHOBIEHUS CPOKA
TOJHOCTH

2. CnenuQuKalnuy Ha UCXOJHOE JEKAPCTBEHHOE PACTHTENBHOE CHIphE JISl MOMYYEHHUS JEKapCTBEHHBIX
cpencts. Jlocke npennpusaTus (IPOU3BOICTBEHHOIO y4acTKa) MO MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEICTB
Ha OCHOBEC paCTUTCIIBHOI'O ChIPb

3. B xoHTpONBHON MabopaTopuu MPOBOAWIHN (apMaKONEHHBIN aHAIN3 JIEKAPCTBEHHOTO PACTUTEIBHOTO
ceIpbsl JcTheB mandes. CoorBercTByeT nm obOpazer] TpeboBanmsM PC mo comepkaHuio 3HUPHOTO
Macia, ecid, Ipu HCIOJIb30BaHUM HaBeCKH ChIpbs Mmaccoit 20,1036 r (m), o0beM 3¢pupHOro Macia B
rpaayupOBaHHON yacTu pueMHuka coctaBui 0,175 mu (V), a moTteps B Macce ripu BeIcymuBannn — 14 %

(B).

buner 2

1. [IpaBuna cOopa, mnepBUYHONW OOpPaOOTKM, CYIIKM W XpaHEHHS JICKapCTBEHHOTO
PACTUTEIBHOIO CHIPbS

2. KucnoTHO-OCHOBHBIE peakilui B HEBOJHBIX PACTBOPHUTENSAX, BapuaHThl TUTpoBaHusa JIC,

B 3aBUCUMOCTHU OT UX XMMUYECKUX CBOMCTB.

3. Ha ananu3 B KOHTpPOJIbHO-aHAIUTHYECKYIO J1a0OPATOPHIO TMOCTYMWIIO CHIPhE: KOPHEBHUINA C
KOpHSIMH BaJIepHaHbl JIEKapcTBEHHOH (1enbHoe cbipse) B KonuuecTBe 1000 kr, pacdacoBaHHBIE B TIOKH
u3 TKkaHu 1o 50 kr. [ToBpeXJeHHBIX W UCIIOPUYCHHBIX YIIAKOBOK CBHIPbsi HE ObUIO. B pe3ynbraTe aHanmza
Obul ToOJIydeHBl cienyoumme pgaHHble. [lpu onpeaeneHuM CTENEHW 3apaKeHHOCTH aMOapHBIMH
BpeIUTEISIMUA B IIpode Maccoil 1 Kr oOHapykeHO: 2 KyKa-TOUMJIbLIUKa. [Ipu omnpeneneHun BIaXXHOCTH
CBIpBsI: Macca MpoOkI 10 BEICYITUBaHUs cocTaBisuia 4,623 1 1, macca mocine BeicymuBanus - 4,0011 r. [pu
ompezeNneHUH TmpuMeceid B mpode maccoit 100 r oOHapykeHO: Ipyrmx 4Yactedl Baiepuanbl - 3,2 T,
OpraHMYecKux mpumeceit - 1,6 r, MuHepaidbHBIX npuMeceit - 2,7 r. [lpu onpeneneHuu oOiel 3076l U
3071bI, HepacTBOpUMOH B 10 % XIOpUCTOBONOPOAHOM KUCIOTHI: Macca Turas - 7,5013 r, macca Turis ¢
ceippeM -10,9203 1, macca TUTIS ¢ 307101 (70 00pabOTKU XIJIOPUCTOBOIOPOIHON KUCIOTOH) - 7,8876 T,
Macca THUIJISL C 30JI0¥ (rmociie 00pabOTKH XJIOPUCTOBOIOPOJHOM KucioToM) - 7,681 T; macca 3016
¢unprpa 0,005. Ilpm ompeneneHnn conep)KaHUS OSKCTPAKTUBHBIX BEIIECTB: Macca Yallkd IS
BbInmapuBaHus - 20,183 r, Macca yamky 11 BITApUBaHUS ¢ CyXUM ocTaTkoM - 20,286 r, macca chipps - 1
r. OTBEThTE Ha BOMPOCHI: MPABMIILHO JIM ObUTa TOA00paHa yImakoBKa ChIphsa? Kakoe KOMM4ecTBO eArHHUIT
npoaykuuu Obuto  oTOOpaHo st aHanm3a? PaccuwraiitTe OCHOBHBIE TMOKa3aTelnd KadyecTBa
JIEKapCTBEHHOI'0 PACTUTENILHOTO ChIPbs M CAENIATe BBIBOJ O COOTBETCTBUMU HOpMam HJI.

buner 3

1. Opranuzanys cucTeMbl KOHTPOJISI KaueCTBa JIEKAPCTBEHHOTO PACTUTEIBHOTO ChIPhS B
anTevHoOM cryx0e

2. KucinoTHO-OCHOBHBIE peaklii B HEBOJHBIX PACTBOPUTEIIAX, BAPHUAHTHI
tutpoBanus JIC, B 3aBUCUMOCTH OT UX XUMHYECKUX CBOWCTB.

3. B KOHTpOIBbHO-aHATTUTHYECKYIO JTa00PATOPHIO HA aHAJINU3 TIOCTYITUIIO ChIPhE
«Jluctes kpacaBku» (LIeNbHOE CHIPhE). B pe3ynpTaTe KOMMYECTBEHHOTO ONPEICTICHHS
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AJIKAJIOW]IOB MOJYYEHBI CIEYIONINE JaHHbBIE: Macca ChIpbs 9,875 T; BIaXHOCTh ChIpba 8,8 %o;
00BeM pacTBOpa HATPUs THAPOKCHUIA, U3PACXOJIOBAHHOTO HAa TUTPOBAHUE, - 8,7 mu. Chenaiite
3aKJII0OUYEHUE O KAYECTBE ChIPhS 10 JaHHOMY MTOKa3aTelo.

buner 4

1. Opranuzanus KOHTPOJS KauecTBa JICKAPCTBEHHBIX CPEACTB  PaCTUTEIHHOTO
MIPOMCXOXKICHUS Ha BCEX ATarax Mpou3BOICTBa

2. Banupanus MeToAMK KayeCTBEHHOTO U KOJIMYECTBEHHOro aHanu3a. OCHOBHbIE
BaJIMIallMOHHBIC XapaKTEPUCTUKU U UX OMpeIeliCHUE.

3. CnenaiiTe 3aKIOYEHHE O Ka4deCTBE CHIPbS (COOTBETCTBHHM TpeOoBaHusaM ['D) Ha

OCHOBaHUH YHCIIOBBIX MOKA3aTENCH: «TpaBa TEPMOIICHUCAy: alKaIona0B - 1,5 %; Bmaru - 12,5 %;
30761 o0mer - 7,2 %; crebneit ¢ MOOYypeBIIMMHU JIMCTHSIMU, HEOTACICHHBIMA KOPHSIMH U
noOJieKImMUMH 1BeTKaMu - 1,5%; ockimaBmmxcst TucTheB U 1BETKOB - 0,5 %; opranuueckoin
npuMecH (4acTh JpPYTUX HESAOBUTHIX pacTeHui) - 1,2%; MuHepanbHOW (3eMisl, NECOK,
kametkn) - 0,5%.

buner 5

1. Hannexamass npakTuka BblpalliBaHusl W cOopa JsekapcTBeHHBIX pacteHuit (GACP).
OCHOBHBIE TIOJ0XKEHUS

2. OO0mue MeroAbl M MpPUEMbl MCCIEAOBAHUSA KayecTBa JIEKAPCTBEHHBIX CPEJICTB.
KomnuiekcHbil XapakTep OLIEHKH KayecTBa JIEKaPCTBEHHBIX CPEICTB.

3. B anTexky mnocTynmiM TpaBa MENMCCHl JIEKAPCTBEHHOW M IIOJABI OOSPBILIHUKA?
Opranumzyiite  xpanenue JIPC corimacHo TpeOoBaHMSIM  JIEHCTBYIOIIEW HOPMAaTUBHOMN
JIOKYMEHTAIUH.

buner 6

1. Tokcukonoruyeckas SKCIEpTH3a JIEKAPCTBEHHBIX PACTEHUH U CPEACTB PACTUTEILHOTO
IPOMCXOXKAEHUSA. DKCIpPecc-MeTOJbl OmpeAeseHuss OTAeNbHbIX rpynn BAB, ob6namaromux
TOKCUYECKUM JIEHCTBUEM

2. . Xpomarorpadus. Obmas xapakTepucTiuka Merona. Buasr xpomarorpaduu.

Xpomarorpamma U xpomaTtorpaduueckrue napaMeTpbl: MUK, BpeMsl yAepKUBaHUs, BpeMs

3. B anTexky mocTynuim TpaBa MENHCCHI JEKAPCTBEHHON | IIIOABI OospbImHIKa. OpraHu3ynTe
xpanenue JIPC cornacHo TpeOoBaHUsAM AEMCTBYIONIEH HOPMAaTUBHON JOKYMEHTAIIUH.

buner 7

1. Crenudukanuy Ha HCXOJIHOE JIEKAPCTBEHHOE PACTUTEIBHOE ChIpbe IS IMOJTyYSHHS
JIeKapCTBEHHBIX cpelcTB. Jloche nmpeanpusTus (MIpou3BOACTBEHHOIO yyacTKa) 10 MPOU3BOJICTBY
JIEKaPCTBEHHBIX CPEJICTB HA OCHOBE PACTUTEIBHOTO ChIPbsI

2. Bunumele MmexaHndeckue BKIIIOUEHHUS B JIEKAPCTBEHHBIX (opMax AJis MapeHTEepPalbHOTO
NPUMEHEHHUS U TJa3HBIX JIEKApCTBEHHBIX popMmax. MHTepmperanus pe3yiabTaToB.

1. B naboparopuro OTK ¢dapmarieBTHUECKOTO MPEINpHUATHS MOCTYNWIO Ha aHaiau3 A
MPOBEPKU TMOJUIMHHOCTH M H3MENbYEHHOCTH ChIpb€ - OJlyBaHUYMKa KOPHH (M3MeEIbUEHHBIE).
AHaJIUTHK TIPOBEJI M3yYEHHWE BHEUIHMX IIPU3HAKOB, MUKPOCKONMHMU. M3MenpueHHOCTh
COCTaBMJIA:KYCOUYKOB, HE MPOXOJASAIINX CKBO3b CUTO C OTBEPCTUAMHM pasmepoM 7 MM - 15%(He
6onee 10%); yacTHil, MPOXOIAIMMX CKBO3b CUTO C OTBepcTUAMHU pazmepoMm 0,5 MM - 3%.( He
6omee 10%). IIpoananusupyiite nojgydeHHble pe3yabTaThl U CAETAlTe 3aKII0UYEHUE O KaueCTBE
KOpHEHN OJlyBaHUYHUKA.

burer 8

1. [Ipumecu K JeKapCcTBEHHOMY pacTUTENbHOMY cbipblo. Kiaccudukamus mnpumecei,
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CIOCOOBI OTIPEICIICHHSI COTJIACHO JeHCTBRYIONEMY u3nanuto ['d PO

2. dapmakoreiiHbple HCIIBITAaHUS HAa MPUMECH (AaMMOHHUHU, XJIOPUIBI, CylbdaTer). MeToauKu
BBITIOJIHCHUS UCTIBITAHUM.

1. B KOHTpONBEHO-aHATUTHYECKYIO Ta00PaTOPUIO TIOCTYIHIIO HAa aHATHN3 ChIphe «C yIIeHUIIBI
TOTISTHOW TpaBay, pacdacoBaHHas B OyMakHbBIE MAKETHI C MOCICAYIOMUM BIOKCHHEM B MaYKH
KapToHHble, Macco 100 r. AHaJIUTHK NOJy4YWJI 33JaHUE MPOBECTH HUCCIENOBAHME U JaTh
3aKJIIOYEHUE O COOTBETCTBUU M3MEIBYCHHOE ChIPbSl TPeOOBAaHMSIM HOPMATHBHOTO JIOKYMEHTA.
IIpu onpeneneHrn U3MEILYEHHOCTH YCTAaHOBJIEHO, YTO COJEPKAHUE YACTHI], HE MPOXOISIINX
yepes CUTO ¢ pazmMepoM oTBepctuii 7 MM (He Ooisiee 10%), coctaBuiio 8%; 4acTull, MPOXOISAIINX
yepe3 cuto ¢ orBepctusiMu pazmepom 0,310 mm - 4,5% (ue 6osee 10%). . AHATUTUK OTMETHII,
YTO CHIphE IO AaHAIM3UPYEMbIM XapaKTepUCTUKaM U Hopmam cooTBerctByer HJI.
[Ipoananu3upyiTe NOJIyYEHHbIEC PE3YbTATHI U TANTE OLIEHKY JCHCTBUIO AaHAJIUTHKA.

buner 9

1. OT16op mpoOd HUCXOAHOTO CHIPbSI W YHNAKOBOYHBIX MAaTE€pPHAIOB B COOTBETCTBUE C
tpedoBanusmu GMP

2. dapmalieBTHUECKH aHAIM3 Ha PA3JIMYHBIX 3Talax )XU3HEHHOTO IIUKJIA Ipenapara

1. Heo6xoauMo ocyIiecTBUTh MIPUEMKY TIOYEeK Oepe30BhIX M OMPEICIIUTh UX HA XpaHCHUE B

anTeke. Jlaiite moapoOHbIl alropuT™ JEHCTBUS C YKa3aHMEM HOPMATUBHBIX JOKYMEHTOB.

buner 10

1. 30HBI XpaHEHHUS JIEKAPCTBEHHOTO PACTUTEIILHOTO CHIPhSI B COOTBETCTBHE C TPEOOBAHUSIMU
JIEUCTBYIOLIE HOPMATUBHOW JIOKYMEHTAlUH

2. PacTBopenue [1st TBEpBIX JO3UPOBAHHBIX JIEKAPCTBEHHBIX POpPM. Y CIIOBUS MPOBEICHUS
WCIIBITAHUN METOJIOM «Bpalaromascs kop3uHka». Cpema pactBopeHus. Mertoguku 1 u 2.
WNuTtepnperanus pe3yabTaToB.

1. JUis MOATBEPKIEHUST KauecTBa JIMCThEB CEHHBI ObLIM OTOOpaHBI MPOOBI M MPOBEACH UX
aHaiu3. B Xxoze wuccnenoBaHUN yCTaHOBJIEHO, 4YTO BHEIIHME IPU3HAKM M MHKPOCKOIMS
COOTBETCTBYIOT CTaHIAPTy. B chIphe comepikaHue NelCTBYIOMMX BemecTB coctaBuio 2,0% (He
menee 10,5%), Bnaxsaoctn — 11% (He Oomee 12%), 3o0mbr obmeit — 10% (He Gomnee 12%),
KyCO4yKoB crebiiel Tone 2 MM - 2% (He Oosiee 3%), MMCTOUKOB M IUIOAOB - 65% (HEe MeHee
60%), moOypeBHIMX W IOYEPHEBIIMX JHUCTOUYKOB - 3% (He Oonee 3%), opraHuuyeckoil u
MuHepanpHOU mpumeceid mo 1 % (we Oomee 3%; 1%). Ilpoananu3upyiiTe MOTyYeHHbBIE
pe3yJbTaThl U ClIENIalTe 3aKJIFOUYEHUE O COOTBETCTBUH MCCIIEyeMOro Chipbst TpeboBanusm H/I.
buner 11

1. Dkosornyeckas 6e30MacHOCTh JIEKAPCTBEHHOT'O PACTUTEIBHOIO Chipbsi. HopMupoBanue u
UCTOYHUKU TOKcUKaHTOB B JIPC, coBepuieHCTBOBaHME W YyHHU(UKAIUMS METOAOB aHalIM3a
KCEHOOMOTHKOB

2. Opranmszanusa  KoHTpoiss kadectBa JIC B CTPYKTYypHBIX  ITPOM3BOJICTBEHHBIX
MoJipa3/ieNIeHusIX anTeK, (apMaleBTUYECKUX 3aBO/I0B, (paldpuk. OTaeasl KOHTPOJIS KauecTBa

1. dapmaneBTuueckas padbpuka JJs IPOU3BOJCTBA KHUJIKOTO IKCTpAKTa MPHOOpeIia mapTHIO
W3MEIBYCHHBIX JINCTBEB KpamuBbl. Bo BpeMs NpPUEMKH CBIpbS BBIACHWIOCH, 4YTO IIpH
TPAHCHIOPTHPOBKE OblIa HapylleHa yMakoBKa OJHOro Memka. Komuccus mpuHsia pelieHue
IPOBEPUTH KAueCTBO JIMCTHEB KPaNMBbI, HAXOAALIMXCS B HapylIEHHOW Tape. bplmum oToOpaHbI
npoObl A aHanu3a MW IepenaHbl B Jjaboparopuio (abpuxku. B Xxoze mpoBeneHHBIX
HCCJIEIOBAaHUM YCTAHOBJIEHO, YTO CHIPbE MPEACTABISUIO COOONM KYCOUKHM JIMCTHEB Pa3IU4HOMN
(bopMBbI, TPOXOAIINE CKBO3b CUTO C OTBEPCTUSMHU AUAMETPOM 7MM, TEMHO-3€JIEHOTO I[BETa, CO
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cna0plM 3amaxoM M TOpbKOBaTOoro BKyca. [Ipum mpoBedeHHH MHKPOCKOMMYECKOrO aHaiau3a
OTMEUEHO HaIU4Me IHMCTOJIUTOB, TIPOCTHIX BOJOCKOB JBYX THIOB («WKTydue» W
«PETOPTOBHIHBIC») W TOJIOBYATHIX BOJIOCKOB. XpOMaTOrpauuecKii aHaJIM3 TOITBEPIUI
Hannuue ButamuHa K1 B chipbe omnpeeneHsl Cleayomue YUCIOBbIe TTOKA3aTEeNN: BIAKHOCTD -
12% (ue Gomnee 14% ); 3oma obmas - 18% (me Gomee 20%); 301a, HepacTBopuMas B 10%
XJIOPUCTOBOJIOPOAHOM KucioTe - 1,7% (ue 6omnee 2%); nouepHeBue JIUCThA - 5% (He 6o1ee 5%
); opranuueckas npumech - 1,5% (He Oonee 2%), MuHepanabHasi MIPUMECh, COLBETUSI U CTEOJIN
OTCYTCTBOBaJIU. YacTHII, HE MPOXOISAIINX CKBO3b CUTO C OTBEPCTHAMH pasMepoM 7 MM, - 2% (He
6omnee 10% ); yacTuil, NPOXOIALIMX CKBO3b CUTO C OTBepcTusMu pazmepoM 0,5 mm, - 12% (ue
6onee 15% ). [Ipoananu3upyiTe MOTydYeHHBIC PE3YJIbTAThI, AT OLIEHKY paboTe KOMHCCUU U
c/IeraiiTe 3aKII0YeHUE O KaUeCTBE JHCTHEB KPAIUBBI.

buner 12

1.MukpoOHOJIOTHYECKUN KOHTPOJIb JIEKAPCTBEHHOTO CHIPbSI PACTUTENBHOTO H KHBOTHOTO
MIPOUCXOKIACHUS

2. Xpomatorpadust B TOHKOM cioe copbenrta. OOmias xapakTepucTuka Metoaa. Vcnonb3yembie
IUTACTUHKHA. Pa3HOBUAHOCTH METOJUK BBINOJHEHUs aHanu3a. MHTepmnpeTamus pe3yilbTaToB
xpomaTorpadupoBaHus MPU KaYECTBEHHOM U KOJIMYECTBEHHOM aHAIN3e

3. B naboparoputo dapmzaBoga mocTynwio ceipbe - «KpyIIMHBI OJBXOBUIHON KOpa»
(m3menpueHHas). HeoOXoauMo MpoBEpUTh TOUIMHHOCTh U M3MEIBUYEHHOCTh. [[iisi ipoBeneHus
AHAIUTUYCCKOTO KOHTPOJII WM 3aKIIOYCHHS O KA4eCTBE CHIPhbsl ObUIHM OTOOpaHBI MPOOBI U
NpOBEJCH WX aHamM3. B Xoae HCCIeNOBAaHUN YCTAaHOBJICHO, YTO BHEIIHUE TIPU3HAKU W
MUKpPOCKOIIHS ~ COOTBETCTBYIOT CTaHAApTy. VI3MeNnbueHHOCTh COCTAaBHJIA: YaCTHIl, HE
MPOXOJSIINX CKBO3b CUTO C OTBEPCTUSMU pazmepoM 7 MM - 6% (Hopma He 6osee 5%); 4acTull,
MPOXOJAIINX CKBO3b CUTO C oTBepcTHsMH pazmepoMm 0,5 mm - 13% (Hopma He Gonee 5%).
[Tpoananu3upyiiTe MNOIy4YEHHbIE pPE3yAbTaThl U CHENAWTE 3aKIIOUYEHHE O KadecTBE KOPBI
KPYIIUHBI U BO3MOXXHOCTH €€ JallbHEHIIer0 MCIONb30BaHus B mpous3BojacTBe. [losicHuTe cBOe
pelieHue.

buner 13

1.IIpupona 1 xapakTep NpuMecen K JICKApCTBEHHOMY PaCTUTEIBHOMY CHIPBIO

2. ®apmakorieliHbIC WCIBITAaHUS Ha TpUMecH (KaubIus, CYIb(aThl, TAKEIbIC METAJUIbI).
MeTouKY BBITIOJTHEHUSI UCTIBITAHUN

3.Ha anTeuHblil ckiaa MOCTYNHIO H3MENbUEHHOE CHIphE, YIMAaKOBAHHOE B MEIIKH (aHTPO) -
«Hucrorena TpaBa». HeobxoauMo MpoBEpUTH MOUIMHHOCTh U M3MEIBUYEHHOCTH CBHIphs. [l
MPOBEJCHUS AHATUTUYECKOTO KOHTPOJS M 3aKIIOYCHHsS] O KayeCTBE ChIPhS OBUIM OTOOpPaHBI
npoObl U MPOBEJCH WX aHamM3. B XoJie McciaeIoBaHnii yCTAaHOBJICHO, YTO CHIPhE MPENCTABIISET
co0oi paznmuuHON (POPMBI KYCOUKH JIUCTHEB, CTEOJICH, IIBETKOB M IIJIOJIOB, MPOXOAIINE Yepe3
CHUTO C OTBEPCTHUSMHU pa3MepoM 7 MM, CEpOBATO-3€JIEHOTO I[BETA C JKEITHIMH BKPATUICHUSIMH.
3anax cmabbiii cBoeoOpasHbIii. [Ipy mpoBeaeHNN MHUKPOCKONMUYECKOTO aHAM3a BHIHBI KICTKU
SMUAEPMHUCA C HM3BWIMCTHIMH CTEHKaMH. YCThUIIA TOJBKO Ha HIDKHEH CTOpoHE nucTa (THM
YCTBHYHOTO KOMILIEKCa aHOMOITUTHBIN ). [10 jKuIKaM BCTpeUyaroTCst ATMHHBIE TPOCThIE BOJIOCKHU C
TOHKMMHU CTEHKaMHd WIH HX OOphiBKA. Bumna adpenxuma. JKWIKH CONMPOBOXKIAIOTCS
MJIEYHUKaMU. V3MENbYeHHOCTh CBHIPhS COCTABMJIA: YACTHUIl, HE MPOXOISAIIUX CKBO3b CHUTO C
OTBEPCTHAMU pazMepoM 7 MM - 6% (Hopma He 6onee 10%); yacTull, MPOXOASIINX CKBO3b CHTO C
orBepcTusiMu pazmepoMm 0,5 mm - 13% (Hopma He 6omee 10%). Ilpoananusupyiite moiaydeHHbIE
pe3yJbTaThl U AalTe 3aKIIIOUEHUE.
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buner 14

1.IIpyuHIMOIBI  OIEHKM KadyecTBa IPOW3BOJACTBA (BBIPAIMBAHUS, 3arOTOBKH, NEpepadOTKN)
JIEKapCTBEHHOI'O  PACTUTENBHOIO  ChIpbSl  (COTJIACHO  COBPEMEHHBIM  MEXAYHapOIHBIM
TpeOOBaHUM)

2. CoBpemeHHbIE TpeOOBaHUS K XUMHUYECKoW naboparopuu. PamumonanmsHOe 000pyIOBaHHE
pabouero mecra B XuUMHUecKol jaboparopun. OCHOBHOE M BCIOMOIaTeIbHOE J1abopaTopHOE
obopynoBaHue

3.Ha  ¢dapmaneBTuueckoe  mnpeanpusiTie  AJi1  NPOM3BOJACTBA  OKCTPAKTa  KUAKOTO
CTaHIAPTU30BAHHOI'O MMOCTYIIHIIO JEKAPCTBEHHOE PACTUTEIBHOE ChIPhE - BaJ€pUaHbl KOPHEBUILA
C KOpHSIMH. {7151 MONTBEPKACHUSI KadyecTBa ObUI MPOBEACH aHAJIHM3 CHIPbs. Y CTAaHOBJIECHO, YTO
CBIPBE TPENCTABISCT COOOM KYCOYKM KOPHEH M KOPHEBHII[ Pa3jIMYHON (POPMBI, MPOXOISIIUE
4yepe3 CUTO C OTBEPCTUSIMU pa3MEPOM 7 MM, CBETIIO-KOPUYHEBOI'O IIBETA C CHIIBHBIM apOMaTHBIM
3allaxoM W HOpPSHBIM  CIAJAKOBaTO — TOPbKOBaTbIM BKycoM. Ilpu MHMKpockonmmueckoM
UCCJIEOBAHUM BUIHBL: KIETKM - NApEeHXUMbl C KpaxXMaJbHBIMU 3€pHAaMHU, SIUAEPMHCA C
COXpaHMBIIEHCS O] HUM THIOJAEPMOI ¢ KaruiaMu 3(pUpHOTO Macia; OOpbIBKH CHUPATBHBIX U
KOJIbYaThIX cocyA0B. OnpeeneHbl YUCIOBbIE TOKA3ATENH JIJISl ChIPbs: SKCTPAKTUBHBIX BEIIECTB,
u3BiekaeMbix 70% crimprom 20%,; BnaxkHOCTh 20%; 30761 00111e# 10%; 301161, HEPACTBOPUMOI B
10% pacTBOpe KUCIOTHI XJIOPUCTOBOAOPOIHON §8%; NPYTrUX YacTell BaJepUaHbl, a TAKKE CTapbIX
OTMEpIINX KOpHEBHUIL 3%; YyacTHll, HE MPOXOASIIUX CKBO3b CUTO C OTBEPCTUEM AUAMETPOM 7 MM
5%; yacTull, MPOXOASAIINX CKBO3b CUTO ¢ oTBepcTueM 0,5 mMm 8%; oprannyeckoi npumecu 1 %,
MuHepanpHO mnpumecu 0,5%. [lpoaHanu3upyiiTe NOIy4YEHHBIE pE3yJbTaThl U CHAEaiiTe
3aKJIIOYEHUE O KayeCTBE BAJIEPUAHbl KOPHEBUI C KOPHSIMH U BO3MOXKHOCTH JajlbHEHIIErO
UCIIOJIb30BaHUs ChIPbsl B MPOU3BOACTBE. OXapaKkTepu3yluTe METOJ ONpPENESICHUs BIIAXKHOCTH B
JIEKApCTBEHHOM PaCTUTEIBHOM ChIphbe coriacHo TpedoBanusm ['D XII1.

buner 15

1. TpeboBaHusl K KauecTBY JIEKaPCTBEHHOI'O PACTUTENBHOTO ChIpbsi coriacHo ['d PD wu
MHBIX 3apyOeKHBIX (hapmakoneit

2. OAHOPOJHOCTh Macchl JO3MPOBAHHBIX JIEKApPCTBEHHBIX (QopM. Buael JiekapcTBEHHBIX
¢dopM, MeTouKa BeIMONHEHU. HTepIipeTanys pe3yabTaToB.

3. Ha 3aBonm mnsa momydeHus »QUPHOTO Macia TMOCTYNHIO ChIphe - «DBKAJUIITA
OPYTOBUAHOTO  JUCThs»  (uenbHble). [lo  pesynbTaram  aHanmm3a  ChIpbe  MPH3HAHO
noOpokadyecTBeHHbIM. HeoOXxoaumMo MpoBepUTh MOAIMHHOCTh M COAEp)KaHUE AEHCTBYIOLIMX
BeulecTB. [l NpoBeNeHUS aHAIUTUYECKOTO KOHTPOJS M 3aKIHYEHHS O KAYeCTBE JIMCTHEB
IBKAJIMITA ObUTM 0TOOpaHbI MPOOBI U MPOBE/IEH UX aHalu3. B Xoze nccienoBaHuil ycTaHOBIIEHO,
YTO CBIPbE TPEJCTABIAET COOONW CMeCh MLENbHBIX W YaCTUYHO H3MEJIbYEHHBIX JIUCTHEB,
CEpIIOBUIHON (OPMBI, KOXKUCTBIX, LEIbHOKpAHBIX, UYEPEIIKOBBIX, CEpPO-3€JIEHOT0 LIBETa C
CHJIBHBIM apOMAaTHBIM 3allaXxOM U BSDKYIIMM BKYCOM. MUKPOCKOIHS COOTBETCTBYET CTaHAAPTY.
B ceipre ObLTO ompezeneHo: coaepkanue sdupHoro macna - 1,8%, BmaxHoCTh - 12%, 307BI
obmelt - 4%, moTeMHeBIIUX JUCTbEB -2%, opranuuyeckod mpumecu - 0,3%, MuHepaibHOU
npumecu - 0,4%. Ilpoananu3upyiiTe MOJydE€HHBIE PE3yJAbTaThl U CHAETIANTE 3aKIIOUYEHUE O
KaueCTBE JINCTHEB IBKAJINIITA U BO3MOKHOCTH MX JAJIBHEHIIETr0o UCoab30BaHus. [losgcHuTe cBoe
peleHue.

buner 16

1. Omoopumerpus. OCHOBBI MeTOAA, NPUOOPHI, HKCIOJIB30BAaHHE B aHAJIM3E  JIEKAPCTBEHHBIX
CPEACTB.
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2. Dkcnpecc-MeToAbl B (apMakOTHOCTUYECKOM aHanu3e. JlOCTOMHCTBA, BO3MOXKHOCTH U
OTpaHUYEHUSI METO/OB

3. B koHTponbHOH maboparopuu TNPOBOAWIM TOJHBIM  (hapMaKONEeWHBI aHaIH3
dapmaineBTHueckoil cyoctaHuuu  ¢Qypazonumod. OlneHuTe KadyecTBO (ypa3oyMIoHA 10
KOJIMYECTBEHHOMY COJIEpPKaHUI0 (IOKHO ObiTh HEe MeHee 98,0% u He Oomee 102,0% B
nepecyere Ha cyxoe BemiecTBo), ecnu 0,09985 r ucnbiTyemMoro oopasiia pacTBOPWIIA M JIOBEIH
JAM®A 1o MeTku B MepHOU Kojioe BMecTUMOCThIO 50 M (pactBop A). 5,0 mum pactBopa A
JIOBEJIM BOJOU JI0 METKH B MEPHOM K0JIOe BMecTUMOCThIO 100 M. OnTudeckas IimoTHOCTh 3TOTO
pactBopa npu 367 HM B KioBeTre C TojmuHOM ciog 1,0 cm cocraBuna 0,538. Ontudeckas
wioTHOCTh pactBopa PCO ¢ypazonumoHa, MpUroTOBIEHHOTO MO TOW XK€ CXEME M3 HABECKH
maccoir 0,10000 r, B Tex »xe ycimoBusix paBHa 0,542. Iloteps B Macce IpH BBICYIIMBAaHUU
aHaym3upyemoro obpasua ¢pypazonuaona 0,4%.

buner 17

1. BUK-cnekrpockonusi. PamanoBckasi crieKTpockonusi. OCHOBBI COBPEMEHHBIX HEpa3pyLIAIOLIUX
METOJIOB IKCIIPECC-aHAIN3a, BO3MOYKHOCTH IIPUMEHCHHS, IPUOOPBHI.

2. [Ipumenenne MeTOq0B (PApMAKOTHOCTHYECKOTO aHalu3a Ui KOHTPOJIS YHCTOTHI
JIEKaPCTBEHHOT'O PACTUTEIBHOTO ChIpbs. THIBI mpUMecel K JIEKapCTBEHHOMY PacCTUTEIHLHOMY
ceipbio cornacHo ['® Xl

3. B KoHTpOnBbHOH maboparopuu TMPOBOAWIM TONHBIM  (hapMaKONEWHBI aHaIH3
(dapmaneBTUUECKOW CyOCTaHIIMU KHCJIoTa TriatoTaMuHoBas. COOTBETCTBYET JIM KHCIIOTa
rroTaMuHoBas TpedoBanusiM OC 10 BEIMUMHE YAEIBHOTO BpalieHus (10KkHO ObITh oT +30,50
no +33,50), ecnmu yrom BpamieHusi 5% pacTBopa HCHBITYEMOro oOpaslia B pa3BelIeHHOU
XJIOPUCTOBOJOPOIHOM KUCIIOTHI B KIOBETE C TOJNIIMHOM ciost 1 1M paseH +1,480.

buner 18

1. Cnektpodoromerpuss B YO u Bumumoii obnactsax. OOmias xapakTepucTHKa METOa,
OCHOBHBIE 4YacTu MpuOOpoB. WneHTHdUKAU U OMpeleleHne YUCTOTHI (hapMalleBTHUECKUX
cyOcraniuii. CnocoObl pacuera coJiepiKaHusl aHAIM3UPYEMBIX BEIIECTB MPH KOJUYECTBEHHOM

aHaJIn3e.
2. DapMaKOrHOCTUYECKHI aHaIN3 B yCIOBUX (hapMalieBTUUECKUX OpraHu3auil
3. B xonTponbHON naboparopuu MpoBOAMIM (hapMaKONEWHbIN aHanu3 JIEKapCTBEHHOTO

pacTUTENbHOrO ChIphs JMCTheB Mandes. CooTBercTBYeT au obOpasen TpedoBanusiMm OC mo
coJlep’kaHuio0 A(UPHOTO Macia, eCld, MPHU HCIOJNb30BaHUM HaBeCKHU Chipbs Maccoit 20,1036 r
(m), o6beM 3pUpHOro Macia B IpaJyHMpOBaHHOM dacTu mpuemHMKa coctaBui 0,175 ma (V), a
noTeps B Macce pu BeicymBanuu — 14 % (B).

buner 19

1. Tpeboarmst oOmmx ¢apmakoneitapix crarer '@ XIII k MeTogam KOHTPOIS KadecTBa
JIeKapCTBEHHBIX opM (TabneTku, Ma3u U T.1.).

2. locynapcTBeHHble  cTaHAapTHBIE 00pasmpbl, pabouyue CTaHAApTHBIE O00pa3lbl |
CTaHJapTHBIE O0Opa3I(bl BEIICCTB-CBUJIETEICH B aHaNW3€ JICKAPCTBEHHBIX PACTUTEIBHBIX
MpenapaToB

3. [IpoBenuTe pacder pe3ynbTaTOB aHadM3a M OLEHUTE JIEKAapCTBEHHYIO (opmy

BHYTPHANTEUYHOTO M3rOTOBJIEHUs — pacTBop Harpus xiuopuzpa 0,9% - 200 mn, ecnu Ha
tutpoBanue 1 mi u3pacxogosano 1,4 mu 0,1 M pactBopa cepedpa Hutpata (M.m. 58,5).

buner 20

1. Ompenenenne a30Ta B OPraHMUECKUX COSTUHEHUX MeTo10M Kbenmbaas.

2. Oco0eHHOCTH METO/IOB OLIEHKH KauecTBa JIEKAPCTBEHHBIX PACTUTENBHBIX IpPEraparos,
39



COJIeprKalINX Cep/IeUHbIE TIMKO3UIbI

3. B xoHTponbpHON naGopaTopuu TpPOBOIWIM  (apMakoleHHBIH aHaIM3 pacTBOpa
KopanamMuHa. OLieHWTE KadecTBO KOpJAMaMHUHA 10 COJAEP’KAHUIO IUATUIAMMJla HUKOTHHOBOMW
KUCTOTHl (okHO ObITh cornmacHo ®C or 0,240 mo 0,260 r/mm), ecnm 0,5 mu mpemapara
(mmotHocth 1,025 1/cM3) moBenmm o metku 0,1 MOIB/I pacTBOPOM XJIOPHCTOBOIOPOIHOMN
KHCJIOTBI B MEpHOU KoyIOe BMeCTUMOCTBHIO 50 Mi.1,0 MJI TIOJIy4eHHOTO pacTBOpa JIOBEIH 10
METKHU TEM e pacTBOpUTEIEeM B MepHOil kosbe BMecTuMocThio 100 mit. OnTHueckas mioTHOCTb
3TOr0 pacTBOpa npu 267 HM B KtoBeTe ¢ TOMHOM cios 1,0 cM cocraBuia 0,458.

burer 21

1. BHyTpuanTe4HbpIit aHATN3 HHBEKIIMOHHBIX W O()TATBMOIOTHYECKUX PACTBOPOB, TJIA3HBIX
Kareyb U Ma3e.

2. KoHTponp  kauecTBa  JIEKAPCTBEHHOI'O  PACTUTENBHOIO  CBIPbS,  COJEPIKALLETO
HOJIMCaXapU bl

3. B xoHTposbHOM J1abopaTopuy TPOBOIMIN (DapMaKONEHHBIA aHAIU3 Ta0IeTOK (hrajaszoia
0,5 r. CootBeTcTBYeT J1u coaepxanue Pranazona B Tadnerkax TpedoBanusimM OC (q01KHO OBITH
0,475-0,525 r B nmepecuere Ha cpeAHIO0 Maccy Tabnetku), eciau 0,06015 r moporka pacTepThix
TabyieTok 00paboTaii COOTBETCTBYIOIIMM oOOpasoMm u noBenu 1o metku 0,1 M pactBopom
HaTpus THAPOKCHAAa B MepHOH koybe BmecTuMocThio 100 mi, ordpunbrpoBamu. 2,0 M
¢unbTpaTa 10BEJIN A0 METKU TEM XK€ PACTBOPUTENIEM B MEpHOI Kojibe BMecTUMOCTbio 100 mit.
OnTHyueckas INIOTHOCTH MTOJIyYEHHOT'O pacTBOpa Ipu 263 HM B KIOBETE € TONIIMHON ciost 1,0 cm
paBHa 0,463. Ontuueckas mioTHOCTH pacTBopa PCO dranazona, mpuroToBICHHOTO U3 HABECKU
maccoit 0,05000 r mo To# e cxeMe, UTO M HCIBITYEMBIM PacTBOp, B TEX K€ YCIOBHUIX paBHA
0,429. Cpennss macca tabnetku 0,582 r.

buner 22

1. Xpomarorpadus. O6mas xapakrepucTika Metoaa. Buael xpomatorpaduun. Pacyer
CoJIepKaHus OMpeeieMbIX BEIIECTB METOIaMU HOPMUPOBAHMSI U BHEIITHETO CTaHIapTa.
2.JJaboparopHas SKCIepTr3a KauecTBa JIEKAPCTBEHHBIX PACTUTENBHBIX IPETapaToB

3.B xoHTposbHOM TabopaTopun MPOBOIMIH (hapMaKOIIEHHBINH aHaIM3 TECTOCTEPOHA MPOIHUOHAT,
1% pactBOp Uit uHBEKIUK. PaccuuTaiiTe comepikaHre TeCTOCTEpPOHA MPOIHUOHATA B pacTBOPE
Uist uHbeKuud, ecnu 0,5 M mpemapata JOBEIM 0 METKHM 3TaHOJIOM B MEpHOHM Koibe
BMectuMocThio 50,0 wmi.  Ontuueckas 1oTHOCTh 1,0 M1 MOJIy4€HHOrO  pacTBOpa,
MOJIBEPTHYTOI'0 COOTBETCTBYMOIIEH 00paboTke, coctaBuna 0,44. Onrtuueckast miaoTHOCcTh 0,2 mi
pacTBopa cTaHgapTHOTro oOpasma, coaepxkamiero 0,0005 r/mMa TecTocTepoHa MPOIMOHATA,
M3MEpEHHAs B AaHAJIOTUYHBIX YCIOBUsAX, paBHa 0,46.

buner 23

1. HK-criekTpockomus. AHanmuThdeckas o007acTh UIMH BONH. JlokazaTenbCTBa IMOIAHHOCTH,
YHUCTOTHI.

2. [IpaBmia XpaHeHHUS JI€KapCTBEHHOI'O PACTUTENBHOIO ChIPhS B (papManeBTHUYECKHX
OpraHu3anusx

3. B koHTpoOnBHON J1abopaTopuu NMPOBOAMIN (papMakonedHbIil aHanu3 (GapMaleBTUIeCKOH

cyOcraniuu Trioko3a. PaccuuTaiite yzaenbHOe BpallleHHE TJIIOKO3bI B IepecyeTe Ha Ccyxoe
BEIIIECTBO, €CIIM YroJl BpalleHus pacTBopa 1,25 r ucnbpITyeMoro oopasia IriitoKo3bl B 25 MJI BOAbBI
B KtoBete JuHO# 10 cM paBen +2,560. [Totepst B Macce mipu BeicymmBanuu — 1,54%.

buner 24

1. BricokoaddhexTuBHas xuakocTHas xpomatorpadus. OCHOBBI MeTO1a, IPUOOPHI, UCTIONB30BaHHE

B aHAJIN3C JICKAPCTBCHHBIX CPCACTB U UX CTAHAAPTU3ALINU.
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2. TpeboBanmst K OpraHU3aMK MPOU3BOJICTBA W KOHTPOIIO KadecTBa JIEKAPCTBEHHBIX CPEICTB U3
JIEKapCTBEHHOTO PACTHUTEIHHOTO CHIPhS B COOTBETCTBHE C mpaBmwiamMu GMP u 3akoHOmAaTETHLHBIME
aktamu PD

3. B xoHTpONBHO# TabopaTopun mpoBOaAMIH (papMaKOTIeHHbIH aHaIu3 TIF0K036I, 10% pacTBOpa mis
HHBCKHHﬁ. COOTBCTCTByeT JIX KOJMYCECTBCHHOC COACPKAHUC TI'JIFOKO3bI B PAaCTBOPC Tpe6OBaHI/I$IM OC
(momxuo ObITh 0,097-0,103 r/™MuT), eciiu yron BpalleHHsl pacTBOpa HcIbiTyemMoro oopasua mpu 200C u
HCITOJIF30BAaHUM KIOBETHI C TOMMMUHOMN citost 20 cM paBeH +9,860. YaenpHOe BpallleHHE TIFOKO3HI B BOJIC
+52,70.

buner 25

1. CoBpeMeHHbIE Hepa3pyIIaoIie MeTOAbI dKcpecc-ananmn3a. bUK-ciekrpockomnus. PamanoBckas
criekTpockomus. OCHOBBI METO/IOB, BOZMOKHOCTH TTPUMEHEHHS, IIPUOOPHI.

2. AHanu3 JeKapCTBEHHOTO PACTUTEIHLHOTO CHIPhSI Pa3IMYHBIX MOP(OIOTHUSCKUX TPYI B
cootBercTBUE ¢ TpeboBanusmu ['® XIII uznanus

3. B koHTponbHOH maboparopuu TNPOBOAWIM TOJHBIM  (hapMaKONEeWHBI  aHaIH3
dapmaiieBTUYECKON CcyOCTaHIMKM Kaiubius jaktaT. COOTBETCTBYET JIM MOTEps B Macce MpH
BBICYIIMBaHUM Kamblus jdakTata TpedoBanusm OC (e 6omnee 30%), ecnu macca Grokca 21,3782
r (mp), Macca Or0Kca ¢ HaBecKol BemiecTBa 10 BeicymmBanus 21,9772 r (m;), macca Orokca ¢
HAaBECKOW Mocjie BBICYLIMBaHUSA: IepBoe B3BemmBaHue - 21,8115 r, Bropoe B3BELIMBAHHE -
21,8105 r, Tperbe B3BemmBanue — 21,8102 r (my).

buner 26

1. PacniagaemocTh TabNETOK M Karcyin. XapakTepUCTHKA UCIIBITAHUS. Y CTPOMCTBO ITprbOpA.
Mertoaunka BBITIOJHEHHS ONpeesieHus. IHTepnperanus pe3yinbTaToB.

2. Ananutuueckoe obecriedyeHHe KauyecTBa JIEKAPCTBEHHOT'O PACTUTENBHOTO CHIPbS U
JICKAPCTBEHHBIX CPEICTB PACTUTENHHOIO MPOUCXOXKICHHSI B COOTBETCTBUU C TPeOOBaHUSIMHU
MEXIYHAPOJHBIX U HAIMOHAJIBHBIX CTAH/IAPTOB

3. B kouTponpHON mnaGopaTopuu NpPOBOIWIM (HapMaKOTEHHBIN aHaIu3 MOJUTIIOKUHA,
pacTBop KpoBe3ameraromuii. OLEeHUTe KOJUYECTBEHHOE cojaepxkaHue nekcrpana (X, %) B
KpoBe3ameraromeM pactBope «llonmurmokun» (nomxHOo ObITH corimacHo PC 5,5-6,5%), ecnu
yroJl BpallleHusl aHAJIM3UPyeMOro pacTBopa B KioBere anuHoi 30 cm paseH +34,380. Y nenbHoe
BpaieHue jaekcrpana +199,30.

buner 27

1. OcHOBHEBIE MNPUYXHBI, NPUBOAAININC K HU3MCHCHUIO CTPYKTYPbl W Ka4Ye€CTBa JICKAPCTBCHHOI'O
BCIICCTBA. ITonsaTue CpoOKa rogHOCTH JICKapCTBEHHOI'O BECIICCTBA.

2. Tokcukomornyeckue acrnekTsl (apMakOrHOCTUYECKOTO aHaIH3a

3. B npousBoacTBEHHOW amnTeke NPOBEIM XUMHUYECKHW KOHTPOJIb BHYTPUANTEUHOMN
3aroToBkH — 20% pactBop kanus Opomuaa. OrieHuTe KOHIIEHTPAT (paccuuTanTe couepx aHue) ,
ecnu SMi uccienyemoro pactsopa passenu 10 100 mui, u Ha TuTpoBanue 10 MIT MOTY4EHHOTO
passenenus nomwio 8,5 mu 0,1 M pactBopa cepebpa Hutpara (M.m. 119).

buner 28

1. MeTO,I[BI OKHCIIUTCIIBHO-BOCCTAHOBUTCIIBHOI'O  TUTPOBAHUA (fIOZ[PIMeTpPIH, ﬁOHaTOMeTpHH.
MEPMaHTaHATOMETPHS, HOAXIOpMETpHs, OpoMaTOMETpHs) aHalIHM3e JIEKApCTBEHHBIX cpencTB. [Iprembl
TUTPOBAHUA.

2. KadecTBeHHBIN XUMUYECKUN aHAIH3 JICKAPCTBEHHOTO PACTUTEILHOTO CHIPHS B TOJIEBBIX
ycinoBusaXx. OCOOCHHOCTH aHaIN3a JIEKAPCTBEHHOTO PACTUTEILHOTO CHIPhS B MOJIEBBIX YCIOBHUAX
(9xcmpecc-ananu3za). OnpeaeneHue OCHOBHBIX Tpynn bAB nexkapcTBeHHBIX pacTeHHIA

3. B xoHTpOnbHOI 1abopaTopun MPOBOAWIN (hapMaKOIEHHBIN aHaTN3 METHITECTOCTEPOHA,
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tabnetku, 0,005r. Paccuuraiite comepaHue METUITECTOCTEpOHa B Tabierkax, ecnu 0,05120 r
MOPOLIKA pacTepPThIX TabJIETOK pacTBOPHIM B MEpHOM Koinde BMecTuMocThio 50,0 Mt (pacTBOp
A). OnrTrueckast TNIOTHOCTh PacTBOpa, mostydeHHoro goseaeHueM 10,0 M pactBopa A 10 METKH
B MepHOH kojbe BMecTuMocTbio 50,0 mi, mpu 241 HM B KroBere ¢ TonumuHOM cios 1,0 cm
cocrapuna  0,525. VYaeneHbBI  MOKa3aTenb  MOMJIONICHUS  CTaHAAapTHOro  obpasmua
METHJITECTOCTEpOHA B T€X K€ yclIoBUsX paBeH 535,0. Macca 20 tabnetok 2,080 r.

burner 29

1. OCHOBHBIE BAIIMJAIIMOHHBIC XapaKTCPHUCTUKHU U UX ONPCACICHUC ITPU KOJIUYCCTBCHHOM aHAJIN3€
JICKApCTBCHHBIX CPEACTB.

2. OOmast xapakTepucTHKa W HOMEHKJIATypa O(HUIMHAIBHBIX PacTUTENBHBIX COOPOB H
¢durTouaeB. OcobeHHOCTH aHau3a (HUTOCOOPOB U PUTOUYACB

3. [IpoBenuTe pacyer pe3ysibTaTOB aHAIW3a U OIICHUTE JICKAPCTBEHHYIO OPMY amlTeyHOTrO
W3TOTOBJICHHS — cyOcTaHuu OeH3zokamHa - 200 mui, ecnu Ha TuTpoBanue 2 Mi nonuto 0,7 M
0,1 M pactBopa ruapokcuna Hatpust (M.m. 36,5).

buner 30

1.ITorermmomerpudeckoe TutpoBanue B anaimse JIC. OCHOBBI MeTO/1a, HCITONIb3yeMbIe IPUOOPHI
2.WccnenoBanue  MOJIMHHOCTH, YHCTOTBI HM  JOOPOKAYECTBEHHOTO  JICKAPCTBEHHOTO
pPacTUTEIBHOTO CBHIPbS B YCJIOBHUAX KOHTPOJIBHO-aHATUTHUECKON naboparopun. MeTosl
ornpeaeneHus

1. B kouTponbHON nabopaTopuu NpoBOAWIKM (apMaKONEHHBIM aHanu3 TeHTaMHUIIMHA
cynbpara. CooTBETCTBYeT 1M TeHTamHIMHA cyiabdar TpeboBanusiM PC 1o yueabHOMY
BpaIeHUIO (JOKHO OBITH OT +107° 1o +1210), ecnu yroi BpameHus 1% BOJHOTO pacTBOpa B
KroBeTe JUIMHOM 20 cM paBeH +2,12°.
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doHA OIEHOYHBIX CPEACTB AJs OOy4YaKIIUXCA C
OrpaHU4Y€HHbIMH BO3MOXKHOCTAMM 3A0POBbS

Jns  OpAMHATOPOB C  OTPaHUYEHHBIMM  BO3MOXKHOCTSIMH  3JI0POBbSI MPEAYCMOTPEHBI
CJIEIYIOINE OIICHOYHBIE CPEJICTBA:

Kareropuu opauHaTopoB Buael oreHOYHBIX ®dopMBI KOHTPOJIS U OLECHKU
CPEICTB pe3yIbTaTOB
C HapylIeHHEM CiTyXa TECT MPEUMYIIIECTBEHHO
MUChbMEHHAs TPOBEPKa
C HapylIeHHEM 3peHUS CobecenoBanue MIPEUMYIIIECTBEHHO YCTHAs IMPOBEpKa
(MHAMBUIYATBHO)
C mapymieHueM OIOpPHO- pelieHue OpraHu3aIysi KOHTPOJS C IMOMOIIBIO
JIBUTaTeIbLHOTO arapara JIMCTAHIIMOHHBIX TECTOB, | AJEKTpoHHOU 000m0uKkn MOODLE,
KOHTPOJIBHBIE BOIIPOCHI MUChbMEHHAs TIPOBEPKa

OpauHaTtopaM ¢ OrpaHUYEHHBIMH BO3MOXKHOCTSIMHU 3/I0POBBSI  YBEJIWYHBACTCS BPEMS
Ha IMOJrOTOBKY OTBETOB K 3auéTy, pa3pellaercss TOTOBUTb OTBEThl C HCIIOJIb30BaHUEM
JMCTAaHIIMOHHBIX 00pa30BaTEebHBIX TEXHOJIOTHH.

MeTtoanyeckue MaTepuaJibl, ONpede/sOlIHe NpPoUeAypPbl OLEHUBAHUS  3HAHWIA,
yMeHHUil, HaBbIKOB W  (WJIH) ONBITA /IeSITeJILHOCTH, XapaKTepu3ylollue 3Tanbl
¢dopMupoBaHusi KOMIIETEHIM A

[Ipu mpoBeneHUU MpoLEAYpHl OLEHWBAHUS PE3YJIbTATOB OOYYEHUS MHBAIUIOB M JIHIL
C  OrPaHMYEHHBIMH  BO3MOJKHOCTSIMH  3JI0pOBbsl INPEAYCMATPUBAETCS  HCIOJIb30BAHHE
TEXHUYECKHX CPEACTB, HEOOXOAMMBIX WM B CBSI3H C UX HHIUBUAYAIHLHBIMH OCOOECHHOCTSIMH.
Ot cpenctBa MOryT ObITh IpegocTaBieHbl [IATUrOpckMM MeauKo-(papMalneBTHYECKUM
uHctutyToM — ¢umuaniom ®I'BOY BO Boarl'MVY Munsapasa Poccun  unm moryr
HCIOJIb30BAaThCS COOCTBEHHBIE TEXHMYECKHE cpeicTBa. IIpouenypa oleHHBaHUS pPe3y/IbTaTOB
00y4eHHsT WHBAIHUJOB U JIWII C OTPAHUYCHHBIMA BO3MOYKHOCTSIMH 3J0POBBSI 110 JUCIUTUIHHE
IpeJycMaTpuBaeT IperocTaBieHne uHpopmauuu B (opmax, aJanTUPOBaHHBIX K
OTPaHUYEHUSM HUX 3JI0POBBS U BOCIIPHUTHS HHPOPMAITUH:

Jlnist a1 ¢ HapyIeHUsIMH 3pEHUS:

- B 1e4aTHOM (hopMe yBEJIMUEHHBIM HIPUPTOM;
- B (hopMe 3JEKTPOHHOTO JOKYMEHTA;
- B popme ayaunodaiina.
JUnist a1 ¢ HapyIIeHUsIMH CiTyXa:
- B Ie4aTtHo opme;
- B (hopMe 3JEKTPOHHOTO JOKYMEHTA.

Jist U1 ¢ HapyIIEHUSIMHA OTIOPHO-/IBUTATEIBHOTO amrapara:

- B IeUaTHOM opme;
- B (hopme 37eKTPOHHOTO IOKYMEHTA;
- B popme ayanodaiina.

JlaHHBI TIepeyeHb MOXKET OBITh KOHKPETH3MPOBAH B 3aBHCHMOCTH OT KOHTHHIEHTa
o0ydJaromxcs.

[Ipu npoBeneHnM mpoleaypsl OLEHUBAHUS PE3YIbTaTOB O0YYEHHsS] MHBAJIUIOB U JIHUIL C
OTPaHUYEHHBIMA BO3MOXXHOCTSIMH  37I0POBbSl MO JUCHMILIUHE(MOAYNIO) obecreynBaeTcs
BBITIOJIHEHUE CJEIYIOIUX JOMOJHUTENbHBIX TPEOOBAHUN B 3aBUCUMOCTH OT MHIUBHUIYaJIbHBIX
0COOEHHOCTEH 00yJaromMXCs:

1. UHCTPYKLUS IO MOPSAAKY TPOBEACHHUS NPOLEIYphl OICHUBAHUS NMPEIOCTaBIsAETCS B
noctynmHoW  ¢opme (YCTHO, B TNHCBMEHHOH (opMe, YCTHO C HCHOJIB30BAHUEM YCIYT
CYpAOIEPEBOTUHKA);
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2. JIOCTyIHast opMa MPEOCTABICHUS 3aIaHUi OIEHOYHBIX CPEJICTB (B Ie4aTHOU opme, B
nedyaTHOH Qopme yBeTMYeHHBIM MmpudToM, B (QopMe 3IEKTPOHHOTO AOKYMEHTA, 3aJaHHs
3aYNUTHIBAIOTCSA ACCHCTCHTOM, 3aJaHUs IMPEIOCTABIAIOTCS C MCIOJIBb30BAaHUEM CYpIONEPEBOIA);
3. nocTynHas (opMa MpeaoCcTaBIeHHs OTBETOB Ha 3ajaHus (MMCbMEHHO Ha Oymare,
Ha0Op OTBETOB HAa KOMIIBIOTEPE, C MCIOJIB30BAHUEM YCIYT AaCCHCTEHTA, YCTHO).

[Tpu HeoOxoauMocTH i OOYUYAIOMIMXCSl C OrPAaHMYEHHBIMH BO3MOXKHOCTSIMHU 3JJ0POBbS
U MHBAIMJOB NPOLEAYypa OLCHHWBAHHUS pPE3YyIbTaTOB OOYYEHHs [0 TUCHUIUIMHE (MOMYIIIO)
MOKET HMPOBOJUTHCA B HECKOJBKO 3TamnoB. IIpoBeneHue mpoueaypsl OLEHUBAHUS PE3yIbTaTOB
00y4eHUs] MHBAJIMIOB M JIUI C OTPAaHMYCHHBIMH BO3MOXKHOCTSIMU 3/I0POBBSI JIOITyCKaeTcs C
WCIOJIb30BAHNUEM JTUCTAHIIMOHHBIX 00pa30BaTENbHBIX TEXHOJIOTHH.

6.1. KPUTEPUUN OLIEHKN COOPMMUPOBAHHOCTU KOMIMETEHLWV B PE3Y/IbTATE
OCBOEHUA NMPOrPAMMBbI U LLIKAJIA OLLEHUBAHUA

Pe3ynbrarbl roCyJapCTBEHHOIO OJK3aMEHA OIPENEISIIOTCA  OLEHKAaMU  «OTIIMYHO,
«XOpOILO», «yIOBIETBOPUTEIBHO», «HEYJOBIECTBOPUTEIbHO». OLEHKU «OTIUYHO», «XOPOILIOY,
«YZOBJIETBOPUTEIILHO 03HAYarT YCIIEIIHOE IIPOXOXKACHUE roCyIapCTBEHHOIO
aTTeCTAlMOHHOTO HcmbITaHus. OOyJaromuiics, MONYyYMBIIMKA Ha 3Tale TOCYAapCTBEHHOTO
JK3aMEHA OLICHKY «HEYIOBJIETBOPUTEIBHO», K CIEAYIOIIEMY JTaIly FOCYJapCTBEHHOIO 3Tala He
JOITyCKaeTCsl.

OuneHouHble IIpoBepsiembie

Kpurepun oueHku Onenka
cpeacTBa KOMIIETEeHIIHH

Curyanmonnas | YK-1, VK-2, OO6yuatromuiicsi CBOOOIHO BIIaJICET Otnuuso (5)
3aja4da VK-3, IIK-1, MaTepUaIoM, TPABUIBHO U B MIOJTHOM

IK-2, TIK-3, 00beMe el CUTYaIMOHHYIO 3a7a9y

[1K-4, TIK-5, (BBITIOJIHUI BCE 33/1aHUS, TPABUILHO

I1K-6, IIK-7, OTBETHJI Ha BCE MOCTABJIICHHLIC

I1K-8, T1K-9, BOIPOCHI

[K-10, TTIK-11 OO6yuaromuiicst 10CTaTOYHO Xoporo (4)

yOeIUTeNbHO ¢ HE3HAUUCTENbHBIMU
OImuOKaMHu B TEOPETUUECKON
MIOATOTOBKE U JOCTaTOYHO
OCBOCHHBIMH YMEHSIMHU T10 CYIIECTBY
MIPABUIILHO OTBETHJI HAa BCE BOIPOCHI
WM JTOIYCTHII HEOOIbIINE
MOTPEUIHOCTH IIPU OTBETE

OO0yuaromuiicsi HeIOCTATOYHO Y 10BIIETBOPUTEITH
YBEPEHHO, C CYILECTBEHHBIMU HO (3)

OoImuOKaMHu B TEOPETUUECKON
MOATOTOBKE U MJI0X0 OCBOCHHBIMU
YMEHHUSMH OTBETHJI Ha BOITPOCHI
CUTYAIIMOHHOM 3a/1a4uu; ¢
3aTPYAHCHUSIMH, HO BCE K€ CMOXKET
MIPH HEOOXOIUMOCTH PEIIUTh
MOI00HYIO CUTYAllMOHHYIO 3a/1a4y Ha

MIPaKTUKE
OOyyaromuiics UMeeT OYeHb cilaboe Heynosnersopure
MPEJCTABICHUE O IIPEAMETE U JBHO (2)

J0IYCTHUJI CYIICCTBCHHEIC OIINOKH B
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0TBeTe Ha OOJIBIIMHCTBO BOIIPOCOB
CUTYAIIMOHHOMU 3a/1a4u, HEBEPHO
OTBETUJI Ha IOTIOJIHUTEIIbHBIE
3a/IaHHbIE EMY BOMIPOCHI, HE MOXET
CIPABUTHCA C PEUICHUEM MOA00HON
3a/1a4d Ha MPaKTHUKE.

TecroBbie VYK-1, YK-2, OOyJaromuiicss OTBETHII TIPABUIBLHO Otnuuno (5)
3a7aHus VK-3, IIK-1, Ha 85-100% ot Bcero oobeMa 3aaHuin
[1K-2, T1K-3, OOyuaronuiics OTBETHII IPABUIBHO Xopomio (4)
I1K-4, TIK-5, Ha 65-84% oT Bcero o0ObeMa 3aJaHui
IIK-6, I1K-7, OOy4aroIIUiicss OTBETHII IPABHIBHO V 1OBJIETBOPHUTEITH
I1K-8, TIK-9, Ha 51-64% ot Bcero oobema 3amanuii | HO (3)
[IK-10, [IK-11 | OGy4arommiicss OTBETHII IIPABUIBLHO Heynosnersopure
Ha MeHee 51% oT Bcero oobema J6HO (2)
3aaHuil

6.2. OUEHUBAHUE PE3Y/IbTATOB YCTHbIX OlPOCOB.

ypOBeHB 3HAHHUHI OIIpCACIIACTCA OLCHKaMH «OMJIUYUHO)), wxopouioy,
«yt)oeﬂem 6OPpUMETIBHO)), «Heyt)oeﬂem 6OpUMETIBHO).

«OTiInuHO» — OpAWHATOP IIOKA3bIBACT IIOJIHBIC H FJIy6OKI/IC 3HAaHUA HPOrpaMMHOI0O
marepuajia, JIOTUYHO W aAPrymMCHTHUPOBAHHO OTBCYACT Ha ITOCTaBJICHHBIN BOIIPOC, a TaKKe
JAOMNOJIHUTCIIBHBIC BOIIPOCHI, ITIOKA3bIBACT BBICOKHI YPOBCHB TCOPETHICCKUX 3HAHUI.

«XOpoIIo» — OpAUHATOP, TMOKa3bIBaeT TIyOOKHE 3HAHMS MPOrPaMMHOTO MaTepuana,
rpaMOTHO €ro M3JIaraer, JOCTATOYHO TIIOJIHO OTBEYAeT Ha IOCTAaBJIEHHBIA BOIPOC U
JIOTIOJIHUTENBHBIE BONPOCHl. B  TOXE BpeMsi IIpU OTBETE JOMYCKAET HECYIIECTBEHHBIE
MOTPEMTHOCTH.

((yI[OBJ'IeTBOpI/ITeJ'IBHO» — OpAHMHATOpP IMOKAa3bIBACT AOCTATOYHBIC 3HAHUA MPOrpaMMHOI0
mMarepuajia, rpaMOTHO €ro Mu3Jaract, JOCTATOYHO ITOJITHO OTBEYACT HaA ITOCTaBJICHHBIN BOIIpOC,
IIpHU OTBETC HE OOITYCKACT prGHX OIINOOK HIIH HpOTI/IBOpC‘II/II\/'I. I[J'ISI MOJIYy4YCHH MPABUIIBHOT'O
OTBCTa Tpe6y}0Tc;1 YTOUYHAIOIINUEC BOIIPOCHI.

«HeynoBneTBOpUTENIFHO» —  OpPIMHATOP  TIOKa3blBaeT  HEJOCTATOYHBIC — 3HAHMUS
IPOrpaMMHOI0 MaTepHaya, He CIIOCOOCH apryMEHTHPOBAHO €ro HM3Jararh, JOIyCKaeT IpyoOble
OIIIMOKH B OTBCTC, HCIPABUIIBHO OTBCYACT Ha MMOCTaBJICHHBIHN BOIIPOC HJIM 3aTPYAHACTCA C
OTBETOM.
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7.YYEBHO-METOAUYECKOE U UYH®POPMALIMOHHOE
OBECIIEYEHME I'OCYIAPCTBEHHOW UTOTOBOM ATTECTALIUU

7.1. IEPEYEHb PEKOMEH/IOBAHHOW JIUTEPATYPEI JI/If1 IOJATOTOBKH K

7.2.1.

71.2.2.

7.2.3.

7.24.

IK3AMEHY

7.1.1 T'ocynapctBennas @apmakones PO. 13- uza. B 3 1. M.: M3 PO, 2015.

7.1.2.. l'ocynapctBennas @apmakones PO. 14-e uza. B 4 1. M.: M3 PO, 2018.

7.1.3. EBponeiickas ¢papmakornies. — 7-¢ uza. B 3 T. M.: Pemenuym, 2011.

7.1.4. Tlocranosnenue IlpaButenscrBa Poccuiickoit @enepaunn ot 30.06.2004 N 323

«O6 yrtBepxnenun Ilonmoxenuss o DenepalibHON chykOe MO HAA30py B cdepe
3/IpaBOOXPAHEHUS U COLUATBLHOTO PA3BUTHUSI

7.1.5. Ilpukaz MunsgpaBa P® O KoHTposne KadecTBa JIEKApCTBEHHBIX CpEACTB,
U3TrOTOBIIsIEMBIX B antekax Ne 214 ot 16.07.97T.

7.1.6. IIpuka3z MunzapaBa PO OO0 yrBepKACHUH HHCTPYKIIUU MO CAHUTAPHOMY PEKUMY
anTeuHbIx opranuzanuii (antek) Ne 309 ot 21.10.97 r

7.1.7. Tlpuka3 MunzapaBa PO OO yTBepkIeHUU MPaBUI XPAHEHUS JIEKAPCTBEHHBIX
cpenctB 23 asrycta 2010 r. N 7061 (B pen. Ilpukaza Munzapascoupa3sutusi PO ot
28.12.2010 N 1221n)

7.1.8. Tlpukaz M3 P® or 31 asrycra 2016 r. N 6470 «O0 yTBEepKICHUH TPaBHI
HaJUIeKAIed anTEeYHOW MPaKTUKH JIEKAPCTBEHHBIX MPEMapaToB I MEIUIIUHCKOTO
IPUMCHCHUSD)

7.1.9. ®apmaneBTrueckas pa3padoTka. KoHIenmus u NpakTHUYECKUE PEKOMEHJIAINH:
Hay4YHO-TIPAKTHYECKOE PYKOBOJACTBO JUIsl (papMalleBTUYECKOH oTpaciau / 1HoJ pe.
brikosckoro C.H., Bacunenko N.A., lemunoit H.b. [u ap.] // M.: [1epo,2015.— 472 c.
7.1.10.PykoBO/ICTBO MO MHCTPYMEHTAJIBHBIM METOJIaM HCCIIEOBaHUI MpH pa3paboTke U
HKCIEPTH3E KAYeCTBa JICKAPCTBEHHBIX MPENapaToB: HAyYHO-MPAKTUIECKOE PYKOBOJICTBO
s ¢apmaneBTHueckoi otpacnu / mox pen. beikoBckoro C.H., Bacunenko U.A.,
Xapuenko M.N.// M.: Tlepo, 2014. — 656 c.

7.1.11. TrwoxkaBkuHa H.A. CranpapTu3anuss U KOHTPOJb KauyecTBa JIEKApPCTBEHHBIX
cpencts. - M.: UznatenscTBo: Meaumuuckoe nHpopmamonHoe arenTcTso, 2008.-384 c.
7.1.12. ®apmakones CIIA. Haumonanbheii dopmymsip: B 2 1.. USP 29, NF 24/
®apmakoneiinas Konsennus CIIIA; Coser skcnieptoB. — M.: TEOTAP — Menus, 2009 —
1720 c.

7.1.12. Xpecromarus Qapmaneruieckoro kadectsa / [lomnpyxuukos FO.B. u np; mox

o6mr. pea. A.A. MmmyxameroBa.-M.: OOO «I'PYTIIIA PEMEINYM», 2015 — 432 c.: un

7.2. Pecypcosl THPOPMaAILLMOHHO-TE€/IEKOMMYHUKALMOHHOM CETU
«AHTEepHeT»

I'ocynmapctBennas papmakones PO, 13-oe n3nanue. B 3 1. M.: M3P®, 2015. - Pexxum

nocryma: http://www.femb.ru/feml

lNocynapctBennas ¢papmakonest PO, 14-oe uznanue. B 4 1. - Pexxum nocryna:

http://www.femb.ru/femb/pharmacopea.php

dapmarieBTHUECKas TEXHOJIOTHS. TeXHOIOTHS JIEKapCTBEHHBIX (OpM [ DNIEKTPOHHBIH

pecype] : yaebuuk http://www.studmedlib.ru/book/ISBN9785970435274.html

HoBoctu GMP. [DnexktponHsIii pecypce]. - Pexxum nocryna:

http://gmpnews.ru/terminologiya/gmp/
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consultantplus://offline/ref=5DEF529AB4F6A59D14FEC827977079F7FA925C22EDF76065F74126B79FD4FF008FECAF9670D23A7Bn246M
http://www.femb.ru/feml
http://www.femb.ru/femb/pharmacopea.php
http://www.studmedlib.ru/book/ISBN9785970435274.html
http://gmpnews.ru/terminologiya/gmp/

7.2.5. ®apmarneBTudeckas OMOTEXHOJIOTH: PyK. K IPAKT. 3aHATUAM [ DJIEKTPOHHBIN pecypc] -
http://www.studmedlib.ru/book/ISBN9785970434352.html

7.2.6. dapmarneBTrueckas TexHOJOrus. M3roroBieHue gekapCcTBEHHBIX MPernapaToB
[DnexTponnsiii pecypc] http://www.studmedlib.ru/book/ISBN9785970436905.html

7.2.7. bwuosruka: yueOnuk / Ilox pen. I1.B. Jlomaruna. - 4-e wu3m., mepepab. u jom. -
M..I'0TAPMenua, 2011.
http://www.studmedlib.ru/book/ISBN9785970417690.html

7.2.8. Knuanueckas dhapmakonorus [ DnekTpoHHbI pecype] / mon pen. B. I'. Kykeca, 1. A.
CrrueBa - M.: I'D0TAP-Menua, 2015. -
http://www.studmedlib.ru/book/ISBN9785970431351.html

7.2.9. Kiunandeckas dapmakonorus u ¢apmakoTepanus [DIEKTPOHHBIM pecypc]: yueOHuK /
ITox pen. B.I'. Kykeca, A.K. Crapony6ruieBa. - 3-¢ u3f., gom. u nepepad. - M.: ID0TAP-
Menua, 2012. - http://www.studmedlib.ru/book/ISBN9785970418390.html

7.2.10. CrpaBounas [IpaBoBas cuctema Koncynsrant I[Lmtoc

7.2.11. OBC «Koucynbrant crynenra - http://www.studmedlib.ru

7.2.12. MunuctepctBo 3apaBooxpanenus Poccuiickort deneparuu http://www.rosminzdrav.ru

7.2.13. 'ocynapCTBEHHBIH peecTp JIEKapCTBEHHBIX cpeacTB Poccuiickoit deneparm
http://grls.rosminzdrav.ru/grls.aspx

7.2.14. Hayunas snexkrponHas 6ubmnoreka «KubepJlenunka» http://cyberleninka.ru/

7.2.15. Hayunas snexkrponHas 6udmuoreka «Elibrary.ruy» http://elibrary.ru

7.2.16. DHIMKITIONE M JIEKAPCTB U TOBAPOB allTeYHOro accopTumMenTa http://www.rlsnet.ru

7.2.17. . Hay4HO-pOU3BOICTBEHHBIH XypHan «Pa3paboTka U perucTpanus JeKapCTBEHHBIX
cpeactsy http://pharmjournal.ru

8. MATEPUAJ/IbHO-TEXHHYECKOE OBECIIEYEHHUE
rOCYJIAPCTBEHHOH UTOTOBOM ATTECTAIIMU

[Ipn nposenennn ['ocynapcTBEHHOM MTOrOBOM aTTECTAL[MU MCIIOJIB3YIOTCS CIIEIYIOLINE
KOMIIOHEHTBI MaTepUaIbHO-TEXHUYECKOH 0a3bl:

— AynutopHsblii HoHA
— MarepuanbHo-TeXHUYeCKUN (HOH
— bubnuoteunslit poug
AynutopHblii  QoHJ mpennmaraeT OO0yCTPOEHHBbIE ayJUTOPUU JJs  MPOBEACHUSA
roCy/lapCTBEHHOI0 3k3aMeHa. OHU OCHAIllEHbl CTOJAMH, CTYJIbSIMH, JIOCKAMHU, TEXHUYECKUM
000pyIOBaHUEM.
Jns mpoBeneHHs TOCyAapCTBEHHOM HMTOTOBOM AaTTECTAllMM Ha HJTale TECTUPOBAHMS
HCIIOJIB3YETCS KOMITBIOTEPHBIN KJIACC.
bubnuoreuynsiit GpoHA YKOMIIJIEKTOBAH MEYaTHBIMU HW/WIIM DJIEKTPOHHBIMH H3JAHUSIMHU
OCHOBHOMH M JIONIOJTHUTENBbHOM yueOHOI TuTeparypsl.
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http://www.studmedlib.ru/book/ISBN9785970436905.html
http://www.studmedlib.ru/book/ISBN9785970418390.html
http://www.rosminzdrav.ru/
http://cyberleninka.ru/
http://elibrary.ru/
http://www.rlsnet.ru/
http://pharmjournal.ru/

9. OCOBEHHOCTH OPTAHM3ALIUU T'OCYJAPCTBEHHOM UTOTOBOM
ATTECTALIUU C MIPUMEHEHHUEM 2JIEKTPOHHOT'O OBYYEHHUA U
JUCTAHIIMOHHBIX OBPA30BATEJ/IbHBIX TEXHOJIOTUHA

B cootBerctBun ¢ [lonoxenuem o MOpsAKE NMPUMEHEHHs SJIEKTPOHHOTO OOY4YEeHHs U
JTUCTAHIIMOHHBIX 00pa30BaTENbHBIX TEXHOJIOTUH B IIaTUTOpCKOM Meauko-(apManeBTHIECKOM
UHCTUTYTe — (unuane QenepaqbHOr0 TOCYJapCTBEHHOTO OIOKETHOrO0 00pa30BaTeIbHOIO
YUpEXJEHUSI BBICIIEro oOpa3zoBanus «Bosrorpaickuii TrocyZapCTBEHHBIM MEIUIIUHCKHUMA
yYHUBEpCUTET» MuHHUCTEpCcTBa 3ApaBooxpaHeHus Poccuiickoin dPenepainuu, yTBEPKIECHHOM
VYyensim coBerom 30.08.2019, a Takxe B cOOTBETCTBUM C U3MEHEHUsIMU B cT.108 denepaibHOrO
3akoHa «O0 oOpaszoBanmm B Poccuiickoit depepanu» Mpu yrpo3e BOSHUKHOBEHHS W (WIIH)
OTJIETIbHBIX YPE3BBIYAWHBIX CHUTYallUi, BBEJACHUU pPEXKHMa MOBBIIMIEHHOW TOTOBHOCTH WIIU
YpE3BbIYANHON CHUTyallUM peajln3alusi TOCYJapCTBEHHOM MTOrOBOM aTTECTallMd, MOXKET
OCYWIECTBISITBCSI C  NPUMEHEHHUEM  3JEKTPOHHOTO  OOydeHUs U JAMCTAHIIMOHHBIX
00pa30BaTeNbHBIX TEXHOJOTHUN W/UIU 3JIEKTPOHHOIO OOy4YeHHsS B MOpPSAKE, YCTaHOBICHHOM
denepanbHBIMU OpPTaHAMU HCIIOJHUTEILHOW BIIACTH, pacmopsauTeabHbIMU akTamMu DI'BOY
BoarI'MY Munsznpasa Poccun, [IMOU — punuana ®I'6OY BO BoarI'MVY Munsnpasa Poccun.

9.1. PersilameHT opraHusanyu 4 nposeaeHusa 'ocyapcTBeHHOMU UTOTrOBOM
arrectauuu c npumeHenuem 30 u 10T

[Ipn yrpo3e BO3HUKHOBEHUS U (WIM) BO3HUKHOBEHHS OTIEIbHBIX YPE3BbIYAMHBIX
CUTyalui, BBEJICHUE PEKUMa MOBBIIIEHHON F'OTOBHOCTH WM YpE3BbIYAHON CUTyallMu Ha BCEH
tepputopun Poccuiickoit denepanum nub0 HAa €€ YacTU, MPOBEACHUE TOCYAApCTBEHHOMN
UTOrOBOM  aTTecTallMy,  3aBepllalolled  OCBOGHHE  OCHOBHBIX  IPO(eCcCCHOHAIBHBIX
00pa3oBaTeNbHBIX IPOrpaMM, OCYILECTBIIAETCS C INPUMEHEHUEM 3JIEKTPOHHOIO OOy4YeHHs,
JUCTAHLIMOHHBIX  00pa30BaTENbHBIX TEXHOJOIMM BHE 3aBHCUMOCTH OT OIPaHUYCHUH,
IIPEYCMOTPEHHBIX B (he/iepaibHbIX TOCYAaPCTBEHHBIX 00pa30BaTeIbHbIX CTaHApTaX.

OcyliecTBieHHe  TOCYJapCTBEHHOM  WTOrOBOWM  arTecTalud ¢ [MPUMEHEHHEM
JMCTAaHIIMOHHBIX 00pa30BaTENbHBIX TEXHOJIOTUI JONYCKaeTcsi B CBSI3U C YCTAHOBJICHHEM
ocoboro pexuma padotrsl [IMOU, mpensaTcTBYIOMIEro OCYIIECTBICHUIO HEMOCPEICTBEHHOTO
B3aUMOJICHCTBHS OOy4aromuXcs M WIEHOB TOCYJapCTBEHHOW 3K3aMEHALlMOHHOM KOMMCCUH B
OJIHOM ayJIUTOPHH.

I'ocynmapctBenHas wurorosas arrectauus B [IM®U npoBoautcss B COOTBETCTBUU C
[Tonoxennamu [IM®U o npoBeneHnn rocy1apCTBEHHON HTOIOBOW aTTECTALMK C IPUMEHEHUEM
JMCTAHIIMOHHBIX 00pa30BaTENIbHBIX TEXHOJOIMH MO 00pa30BaTeNbHBIM IPOTrpaMMaM BBICIIETO
oOpa3oBanus (OakanmaBpuar, CHELHUAINTET, OpAMHATYpa, aCHUpPAHTypa), CPEIAHEro
npodeccuonanbHoro oopazoBanus (CI1O) BBITYCKHUKOB B YCIOBUSX NMPOBEICHUS MEPOIPUATHIHA
[0 MPEAYNPEXKACHUIO PpACHpPOCTPAHEHUS HOBOM KOPOHABUPYCHOW HWHQEKIHUHUB CpOKH,
IPEYCMOTPEHHBIE YTBEP)KJICHHBIMM YUEOHBIMM IUIAaHAaMU M KaJEeHJApHBIMU y4eOHBIMU
rpadukamMu B COOTBETCTBUH ¢ Tiporpammoit ['MA,

I'MA ¢ npumenenueM JIOT  ocymecTBiaseTcss  MOCPEICTBOM  TEXHOJOTUH,
o0ecreunBaIUX UACHTU(PUKAIIMIO JTHUYHOCTH aTTECTYeMOro, OOBEKTUBHOCTh OLIEHHWBaHUS,
COXPaHHOCTh pE3yJbTaTOB U BO3MOXHOCTb KOMIBIOTEPHOH 00paboTKM HH(pOpMaIUu
pe3yNbTaTOB aTTeCTAllMd Ha OCHOBE COBMECTHOTO NPUMEHEHHS MPOTrPAMMHBIX CpEACTB
OpraHu3alK BUJCOKOH(PEPEHIIMH Zoom.us U IEKTPOHHON MH(POPMAIIMOHHO-00pa30BaTeNbHOM
cpeasl [IMOU (manee — DUOC I[IMO®U), nocrynHoir B cetu HWHTepHer mo anpecy
https://do.pmedpharm.ru.

KomnreloTepHoe TecTupoBaHue, IPOBOAUTCSA MOCPEACTBOM JOCTyNa Ha y4eOHBIA MmopTal
mo azapecy https://do.pmedpharm.ru Ha OCHOBE y4YETHBIX NAHHBIX SK3aMeHyeMoro. Kaxmblit
9K3aMEHYEMBIH BBIMIOJIHAET OJUH U3 MPEUIOKEHHBIX BapUaHTOB KOMIBIOTEPHOIO TecTa, Habop
CIIy4ailHBIX 3a/1aHUIl C BBIOOPOM OJIHOTO MJIM HECKOJBKUX BEPHBIX PEIICHUI U3 MPEATIOKEHHOTO
cnucka. TecT BKJIIOYAeT 3aJaHMsl MO JUCLUIUIMHAM MporpaMMbl ¢ yuetoMm Tpedyembix OI'OC
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BO komnerenuuii. Bpemsi pemieHus TECTOBBIX 3aJaHWil cocTaBisieT 1| mMuH Ha 1 TecTtoBoe
3ananue ([Ipumep, npu yucie TecToBbIX 3aaHuil 60, Bpems pelieHus cocrapisieT 60 MUHYT).

KputepreM oOIeHKHM 3HAaHUN HK3aMEHYeMOI'O0 Ha I[EPBOM JTale TOCYJapCTBEHHOI'O
9K3aMeHa (KOMITBIOTEPHOE TECTHPOBAHME) SIBISIETCA KOJIMYECTBO MPABHIBHBIX OTBETOB Ha
MpeIoKEHHbIE TeCcTOBble 3anaHus. OLEeHUBAaHUE BBIMOJIHSICTCS aBTOMAaTUYecKu. Pesynprar
OLICHUBAHHUS KOHKPETHOTO HK3aMEHYEMOrO TMPEABSABISIETCS €My Cpa3y IoCie OTHpPaBKU
BBIOpAHHBIX PEIICHUN B CUCTEMY B BHUJE IPOIEHTA MPABWIBHO PEIICHHBIX 3aJaHUi U XPaHUTCS
B CHCTEME TECTHPOBAHHUS B TEUCHHE OJTHOTO TO/A.

Pe3ynbrar KOMObIOTEPHOTrO TecTUpOBaHUS 61% U BbIlIe ABISETCS TOMYCKOM K BTOPOMY
stanny ['MA — «3aureHo». OKOHYATEIbHOE pEIIEHHE O JOMYyCKe K cienyromemy stany A
BBIIIYCKHMKA B KaXKIOM OTAEJIbHOM ciyyae npuHuMaetcs [IpeacenateneM rocynapcTBeHHON
9K3aMEHALlMOHHON KOMUCCHUHU.

['ocynapcTBeHHBIN 5K3aMeH B BHUJE MTOTOBOTO MEXKIUCIUIUIMHAPHOTO HK3aMEHa
(cobecenoBanmst) MO CIHEIHATBLHOCTH TPEAYCMAaTPUBAET OLEHKY YPOBHS CPOPMHPOBAHHOCTH
KOMITIETEHIIMM, MMEIOUINX OIpeeNsionlee 3HaueHue A MpodecCHOHaIbHOU AesITeNbHOCTU
BBIITYCKHHUKOB.

['ocynapcTBeHHBIN HK3aMEH MPOBOJUTCS B peXUME BUACOKOH(DEPEHIIMH, MO3BOJISIONICH
OCYIIECTBIISITh OMOCPEIOBAHHOE (HA PACCTOSIHUM) B3aUMOJEHCTBHE OOYYAIOMIETOCS U WICHOB
roCy/1apCTBEHHON IK3aMEHALIMOHHONW KOMUCCHH.

BuneokoHdepeHIsi MPOBOAUTCS B PEKUME PEATBHOTO BPEMEHH C HCIIOJIB30BAaHHEM
MH(OPMALIMOHHO-TEIIEKOMMYHUKAI[THOHHBIX CETEH.

[Ipomienypa rocymapCTBEHHOTO SK3aMEHa, B TOM YHCJIE TOATOTOBKM U 3alIHUTHI
BBIIYCKHON KBaIM(PUKAIIMOHHON pabOTHl C MPUMEHEHUEM IUCTAHIIMOHHBIX 00pa30oBaTENbHBIX
TEXHOJIOTUH, PETIIaMEHTHPYETCSI COOTBETCTBYIOIMMU [lo0KeHUAMU.
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JIUCT AOMOJIHEHUU U UBSMEHEHUH

Ne Hara N3MeHeHus B cosiepkaHum
1 28.08.2018 1. Axrtyanu3zanus tHGOpMAIMK O TPOTPAMMHOM 00ecTieueHHH
WCIIOJIb3YEMOM IIPH pean3aliil MporpamMm OpIMHATYPhI
2 28.08.2019 1. | OcobenHocTu OpraHu3anyuy 00y4eHUs 0 AUCHUIUINHE [Tt MHBAINIOB
Y JIUII C OTPAHUYEHHBIMU BO3MOKHOCTSIMH 3710POBbS
3 21.04.2020 r. OcobeHHOCTH OpraHu3aIuy 00pa3oBaTeILHOIO Mpolecca ¢

MNPHUMCHCHUCM J3JICKTPOHHOI'O 06yqu1/1;1 U AUCTAaHIITMOHHBIX
O6pa3OBaTeJ'IBHBIX TEXHOJIOTHI
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